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1. Ceneral

| nf or mati on

Date: 12-CCT-2001
I D: 13752-51-7

1.0.1 CECD and Conpany I nfornmation

Type:
Narme:

Street:
Town:
Country:
Phone:
Tel ef ax:

11- OCT- 2001

Type:
Nane:
Country:

11- OCT- 2001

Type:
Nane:
Country:

11- OCT- 2001

Type:
Nane:
Country:

11- OCT- 2001

Type:
Nane:
Country:

11- OCT- 2001

Type:
Nane:
Country:

11- OCT- 2001

Type:
Nane:
Country:

11- OCT- 2001

Type:
Nane:
Country:

11- OCT- 2001

| ead organisation

American Chem stry Council (fornmerly Chem cal Manufacturers
Associ ation) Rubber and Plastic Additives (RAPA) HPV Pane
1300 W son Boul evard

22209 Arlington, VA

United States

703-741- 5600

703-741-6091

cooperati ng conpany
Bayer Corporation
United States

cooperating conpany
Ci ba Specialty Chem cal s Corporation
United States

cooperati ng conpany
Cronpt on Cor poration
United States

cooperati ng conpany
Fl exsys America L.P.
United States

cooperati ng conpany
Noveon, Inc (formerly BF Goodrich)
United States

cooperati ng conpany
R T. Vanderbilt Conpany, Inc.
United States

cooperating conpany
The Goodyear Tire & Rubber Conpany
United States
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1. GCeneral Information

Date: 12-CCT-2001
I D: 13752-51-7

Type: cooperati ng conpany
Nane: The Lubrizol Corporation
Country: United States

11- OCT- 2001

Type: cooperati ng conpany
Nane: uoP, LLC.

Country: United States

11- OCT- 2001

1.0.2 Location of Production Site

1.0.3 ldentity of Recipients

1.1 General Substance |Information

Subst ance type: organi c

Physi cal status: solid

Purity: 95 - 99 %ww
25- APR- 2001

1.1.0 Details on Tenpl ate

1.1.1 Spectra

1.2 Synonyns

Mor phol i ne, 4-[ (nor phol i not hi ocar bonyl )t hi 0] -
25- APR- 2001

Cure-Rite® 18
25- APR- 2001

Good- R te® 3030x18
25- APR- 2001
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Date: 12-OCT-2001
1. GCeneral Information ID: 13752-51-7

1.3 Inpurities

CAS- No: 729-46-4

El NECS- No:

El NECS- Nane: Di nor phol i ne Thiuram Di sul fide
Cont ent s: <5 %ww

25- APR- 2001

CAS- No: 34986- 62- 4

El NECS- No:

El NECS- Nane: [4- (4" - norphol i nodithion) thioxomethyl - norphol i nej
Cont ent s: <.5 %ww

25- APR- 2001

CAS- No: 110-91-8

El NECS- No: 203-815-1

El NECS- Nane: nmor phol i ne

Cont ent s: < .02 %ww

25- APR- 2001

CAS- No: 59-89-2

El NECS- No:

El NECS- Nane: N- ni t r osonor phol i ne

Cont ent s: < .005 %ww

25- APR- 2001

1.4 Additives

1.5 Quantity

1.6.1 Labelling

1.6.2 Cassification

1.7 Use Pattern

1.7.1 Technol ogy Production/ Use

1.8 Cccupational Exposure Limt Val ues
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CGeneral Information

Date: 12-CCT-2001
I D: 13752-51-7

.9

Sour ce of Exposure

.10.1 Recommendat i ons/ Precauti onary Measures

. 10.

11

.12

.13

.14,

.14,

.14,

.15

.16

.17

.18

2 Emergency Measures

Packagi ng

Possi b. of Rendering Subst. Harnl ess

St at ement s Concer ni ng Waste

1 Water Pollution

2 Maj or Accident Hazards

3 Air Pollution

Addi ti onal Renarks

Last Literature Search

Revi ews

Listings e.g. Chemical Inventories
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Dat e: 12- OCT- 2001
2. Physico-chem cal Data | D: 13752-51-7

2.1 Melting Point

Val ue: 124. 3 degree C
Met hod: other: (cal cul ated) MPBPWN (v1.31)
Year : 1999
GLP: no
Test subst ance: other TS: nol ecul ar structure
Remar k: Conpar abl e to BFG MSDS data of >/= 132 °C
Resul t: Melting Point: 251.84 deg C (Adapted Joback Method)

Mel ting Point: 92.44 deg C (&old and gl e Met hod)
Mean Melt Pt : 172.14 deg C (Joback; Cold, gl e Met hods)
Selected MP: 124.32 deg C (Wi ghted Val ue)

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
11- OCT- 2001 (1)

2.2 Boiling Point

Val ue: 353 degree C

Met hod: other: (cal cul ated) MPBPWN (v1.31) - Adapted Stein and Brown
Met hod

Year : 1999
G.P: no

Test subst ance: other TS: nol ecul ar structure

Remar k: BFGoodri ch MSDS i ndi cates Not Applicable

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt

11- CCT- 2001 (1)

2.3 Density

Type: density

Val ue: .6 g/cnB

Met hod: other: historical data

Test subst ance: as prescribed by 1.1 - 1.4

25- APR- 2001 (2)

2.3.1 Ganul onetry
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Date: 12-COCT-2001

2. Physico-chem cal Data | D: 13752-51-7

2.4 Vapour Pressure

Val ue:
Met hod:
Year:
[CH=
Test subst ance:
Resul t :

Reliability:

Fl ag:
11- OCT- 2001

. 0000153 hPa at 25 degree C
ot her (calculated): MPBPWN (v1.31)
1999
no
other TS: nol ecul ar structure
Vapor Pressure Estimations (25 deg O):
(Using BP: 352.97 deg C (estimted))
(Using MP: 124.32 deg C (estimated))
VP: 5.17E-006 mm Hg (Antoi ne Met hod)
VP:  1.15E-005 mm Hg (Modified Gain Method)
VP:  2.32E-005 mm Hg (Mackay Met hod)
Selected VP: 1.15E-005 mm Hg (Modified G ain Mthod)
(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

2.5 Partition Coefficient

| og Pow.
Met hod:
Year:
[CH=
Test subst ance:
Reliability:

Fl ag:
11- OCT- 2001

2.6.1 Water Sol ubi

Val ue:
Met hod:
Year:
[CH=
Test subst ance:
Resul t:

-.84

ot her (cal cul ated): KOMVYN Program (v1.65)
1999

no

other TS: nol ecul ar structure

(2) wvalid with restrictions

Accept ed cal cul ati on net hod

Critical study for SIDS endpoi nt

lity

62.85 g/1 at 25 degree C
other: (cal cul ated) WBKOW (v1. 36)

1999

no

other TS: nol ecul ar structure
Log Kow (estimated) : -0.84

Log Kow (experinental): not available from database
Log Kow used by Water solubility estimates: -0.84

Equation Used to Make Water Sol estimate:
Log S (nol/L) = 0.796 - 0.854 | og Kow - 0.00728 MW +
Correction (used when Melting Point NOT avail abl e)

Correction(s): Val ue

Am ne, aliphatic 1.008
Multi-Ntrogen Type -1.310

Log Water Solubility (in noles/L) : -0.597
Water Solubility at 25 deg C (ng/L): 6.285e+004

- 6/28 -
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2. Physico-chem cal Data

Date: 12-CCT-2001
I D: 13752-51-7

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt

11- OCT- 2001

2.6.2 Surface Tension

2.7 Flash Poi nt

2.8 Auto Flanmmability

Val ue: 275 degree C
Remar k: Self-lgnition Tenperature
25- APR- 2001

2.9 Flanmability

2.10 Expl osive Properties

2.11 Xidizing Properties

2.12 Additional Renarks

- 7128 -

(1)

(2)



3.  Environnental

Dat e:
Fat e and Pat hways I D

12- OCT- 2001
13752-51-7

3. 1.1 Phot odegradati on

Type:

air

I NDI RECT PHOTOLYSI S

Sensiti zer:
Conc. of sens.:
Rat e constant:
Degr adat i on:
Met hod:
Year:
Test subst ance:
Reliability:

Fl ag:
11- OCT- 2001

oH

1560000 nol ecul e/ cnB

. 000000000002156 cnB/ (ol ecul e * sec)
50 % after .6 hour(s)

other (calculated): AOP (v1.89):

1999 G.P: no
other TS: nol ecul ar structure

(2) wvalid with restrictions
Accept ed cal cul ati on net hod

Critical study for SIDS endpoi nt

3.1.2 Stability in Water

See 1 UCLI D data sets on CAS# 95-31-8; 102-77-2; 95-33-0; 4979-32-2

3.1.3 Stability in Soil

3.2 Monitoring Data (Environnent)

3.3.1 Transport between Environnmental Conpartnents

Type:
Medi a:
Air (Level 1):
Wat er (Level
Soil (Level |1
Biota (L.11/1
Soil (L.1I/11
Met hod:

Year :
Resul t:

1):
):
I):
1):

Per si st ence Ti ne:

Reliability:

Fl ag:

fugacity nodel level 111

other: air, water, soil, sedinent
other: EPIWN Level 111 Fugacity Mdel
1999
Medi a Concentration Hal f-Life Em ssions Fugacity
(percent) (hr) (kg/ hr) (atm

Ar 0. 00657 1.19 1000 1.47e-013
Wat er 50. 2 900 1000 9. 26e-015
Soi | 49.7 900 1000 3.38e-013
Sedi ment 0. 0927 3. 6e+003 0 8. 53e-015
763 hr

Reacti on Ti ne: 1. 24e+003 hr

Advection Time: 1. 99e+003 hr

Percent Reacted: 61.6

Percent Advected: 38.4
(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

- 8/28 -
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Dat e: 12- OCT- 2001
3. Environnmental Fate and Pat hways I D: 13752-51-7

11- OCT- 2001 (1)

3.3.2 Distribution

3.4 Mode of Degradation in Actual Use
3.5 Bi odegradation

See 1 UCLI D data sets on CAS# 95-31-8; 102-77-2; 95-33-0; 4979-32-2

3.6 BOD5, COD or BOD5/COD Ratio

3.7 Bioaccunul ati on
Speci es: ot her: cal cul ation

Exposure period:
Concentrati on:

BCF: 3.16
El i m nati on:
Met hod: ot her: BCF Program (v2.13)
Year: 1999 G.P: no
Test subst ance: other TS: nol ecul ar structure
Resul t: Log Kow (estimated) : -0.84

Log Kow (experinental): not avail able from database
Log Kow used by BCF estimates: -0.84

Equati on Used to Make BCF esti nate:
Log BCF = 0.50
Correction(s): Correction Factors Not Used for Log Kow < 1

Estimated Log BCF = 0.500 (BCF = 3.162)

Accept ed cal cul ati on net hod
11- OCT- 2001 (1)

3.8 Additional Remarks

- 9/28 -



4. Ecotoxicity

Date: 12-CCT-2001
I D: 13752-51-7

AQUATI C ORGANI SMS

4.1 Acute/Prolonged Toxicity to Fish

See also IUCLID data sets on CAS# 95-31-8; 102-77-2; 95-33-0; 4979-32-2

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year:
Test subst ance:
Renar k:

Reliability:

Fl ag:
11- OCT- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year:
Test subst ance:
Renar k:

Reliability:

Fl ag:
11- OCT- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year:
Test subst ance:
Renar k:

Reliability:

11- OCT- 2001

ot her: cal cul ation

other: Fish

96 hour (s)

o/l Anal ytical nonitoring: no

86. 036

ot her: ECGCSAR vO0. 99e

1999 G.P: no

other TS: nol ecul ar structure

Chemical may not be sol ubl e enough to neasure this predicted
effect.

(2) wvalid with restrictions
Accept ed cal cul ati on net hod

Critical study for SIDS endpoi nt
(1)
ot her: cal cul ation
other: Saltwater Fish
96 hour (s)
o/l Anal ytical nonitoring: no
4.992
ot her: ECGCSAR vO0. 99e
1999 G.P: no
other TS: nol ecul ar structure
Chemical may not be sol ubl e enough to neasure this predicted
effect.

(2) wvalid with restrictions
Accept ed cal cul ati on net hod

Critical study for SIDS endpoi nt
(1)
ot her: cal cul ation
other: Fish
14 day
o/l Anal yti cal nonitoring: no
99. 248
ot her: ECGOSAR vO0. 99e
1999 G.P: no
other TS: nol ecul ar structure
Chemical may not be sol ubl e enough to neasure this predicted
ef fect.

(2) wvalid with restrictions
Accept ed cal cul ati on net hod

(1)

- 10/ 28 -



4. Ecotoxicity

Date: 12-CCT-2001
I D: 13752-51-7

4.2 Acute Toxicity to Aquatic Invertebrates

See also IUCLID data sets on CAS# 95-31-8; 102-77-2; 95-33-0; 4979-32-2

Type:
Speci es:

Exposure period:

Unit:
LC50 :
Met hod:
Year:
Test subst ance:
Renar k:

Reliability:
Fl ag:
11- OCT- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50 :
Met hod:
Year:
Test subst ance:
Renar k:

Reliability:

Fl ag:
11- OCT- 2001

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:
Year:
Test subst ance:
Renar k:

Reliability:

11- OCT- 2001

ot her: cal cul ation

Daphnia sp. (Crustacea)

48 hour ('s)

o/l Anal ytical nonitoring: no

75. 767

ot her: ECCSAR vO0. 99e

1999 G.P: no

other TS: nol ecul ar structure

Chemical may not be sol ubl e enough to neasure this predicted
effect.

(2) wvalid with restrictions

Critical study for SIDS endpoi nt
(1)
ot her: cal cul ation
Mysi dopsi s bahia (Crustacea)
96 hour (s)
o/l Anal yti cal nonitoring: no
188
ot her: ECCSAR vO0. 99e
1999 G.P: no
other TS: nol ecul ar structure
Chemical may not be sol ubl e enough to neasure this predicted
effect.

(2) wvalid with restrictions
Accept ed cal cul ati on net hod

Critical study for SIDS endpoi nt
(1)
ot her: cal cul ation
Daphnia sp. (Crustacea)
16 day
ng/ | Anal yti cal nonitoring: no
1121
ot her: ECCSAR vO0. 99e
1999 G.P: no
other TS: nol ecul ar structure
Chemical may not be sol ubl e enough to neasure this predicted
effect.

(2) wvalid with restrictions
Accept ed cal cul ati on net hod

(1)

- 11/ 28 -



Date: 12-COCT-2001
4. Ecotoxicity I D: 13752-51-7

4.3 Toxicity to Aquatic Plants e.g. Al gae

See also IUCLID data sets on CAS# 95-31-8; 102-77-2; 95-33-0; 4979-32-2

Speci es: ot her al gae: green al gae

Endpoi nt : gromh rate

Exposure period: 96 hour(s)

Unit: o/l Anal ytical nmonitoring: no

EC50: 40. 223

chv 0.779

Met hod: ot her: ECCSAR vO0. 99e

Year : GLP: no

Test substance: other TS: nol ecul ar structure

Remar k: Chemical may not be sol ubl e enough to neasure this predicted
effect.

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt

11- CCT- 2001 (1)

4.4 Toxicity to Mcroorgani sns e.g. Bacteria

4.5 Chronic Toxicity to Aquatic Organi snms

4.5.1 Chronic Toxicity to Fish

Speci es: other: fish

Endpoi nt : ot her

Exposure period: 30 day

Unit: ng/ | Anal ytical nonitoring: no

chv 7012

Met hod: ot her: ECCSAR vO0. 99e

Year : 1999 GLP: no

Test substance: other TS: nol ecul ar structure

Remar k: Chemical may not be sol ubl e enough to neasure this predicted
effect.

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod

11- CCT- 2001 (1)

4.5.2 Chronic Toxicity to Aquatic Invertebrates

- 12/ 28 -



Date: 12-COCT-2001
4. Ecotoxicity I D: 13752-51-7

TERRESTRI AL ORGANI SM5

4.6.1 Toxicity to Soil Dwelling O ganisnms

Type: ot her: cal cul ation

Speci es: Ei senia fetida (Wrm (Annelida), soil dwelling)

Endpoi nt : nortality

Exposure period: 14 day

Unit: ot her: ppm

LC50: 11449

Met hod: ot her: ECCSAR vO0. 99e

Year : 1999 GLP: no

Test substance: other TS: nol ecul ar structure

Remar k: Chemical may not be sol ubl e enough to neasure this predicted
effect.

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod

11- CCT- 2001 (1)

4.6.2 Toxicity to Terrestrial Plants

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Ki netics

4.9 Additional Renarks

- 13/ 28 -



5. Toxicity

Date: 12-CCT-2001
I D: 13752-51-7

5.1 Acute Toxicity

5.1.1 Acute Oal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Renar k:
Reliability:

Fl ag:
11- OCT- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Renar k:

Reliability:

Fl ag:
11- OCT- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:

Year:

Test subst ance:

Renar k:

Toxicity

LD50
r at
Spr ague- Dawl ey

5200 ng/ kg bw
other: 40CFR Part 163.81-1

GLP: yes
other TS: Cure-Rite® 18, purity: not noted
Rat / CD® Spr ague-Dawl ey (Charles River)
Di scrimnating dose: LDO = 2,700 ng/kg
(1) wvalid without restriction

@GP study, Meets National standards nethod
Critical study for SIDS endpoi nt

LD50

nouse

Ch1

mal e/ f enmal e

9000 ng/ kg bw
other: 40CFR Part 163.81-1

GLP: yes
other TS: Cure-Rite® 18; purity: not noted
Di scrimnati ng dose: LDO = 4,050 ng/kg
LD50 (95% conf.
for males and 7,000 ng/ kg (4, 900-9, 100 ng/ kg) for femnal es
(1) wvalid without restriction
@GP study, Meets National standards nethod

Critical study for SIDS endpoi nt

LD50
rat

5110 ng/ kg bw

Limts) = 11,000 ng/kg (5, 100- 16, 900 ng/ kg)

(3)

(4)

ot her: Federal Hazardous Substances Act (Revised, Fed. Reg.
Sept enber 17, 1964
1964 G.P: no

other TS: Good-Rite® 3030x18 (Cure-Rite® 18) ;
not ed
Di scrimnating dose: LDO = 1,000 ng/kg

purity: not

- 14/ 28 -



5. Toxicity

Date: 12-CCT-2001
I D: 13752-51-7

Reliability:
25- APR- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:
Test subst ance:
Renar k:

Reliability:

11- OCT- 2001

(2) wvalid with restrictions

(5)

LD50
r at
Spr ague- Dawl ey

5000 ng/ kg bw
other: 40CFR Part 163.81-1
GLP: yes
other TS: Cure-Rite® 18; purity: not noted
Rat / CD® Spr ague- Dawl ey (Taconi c Farmns)
Di scrimnating dose: LDO = 2,700 ng/kg
(1) wvalid without restriction
@GP study, Meets National standards nethod

(3)

5.1.2 Acute Inhalation Toxicity

Type:
Speci es:
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:

Year:
Test subst ance:

Renar k:
Reliability:
Fl ag:

11- CCT- 2001

LCO
rat

1 hour (s)

164. 4 ny/ |

ot her: Federal Hazardous Substances Act (Revised, Fed. Reg.
Sept enber 17, 1964)

1964 G.P: no

other TS: Good-Rite® 3030x18 (Cure-Rite® 18); purity: not
not ed

Test substances neasured not anal ysed.

(1) wvalid without restriction

Meets National standards nethod

Critical study for SIDS endpoi nt

(5)

- 15/ 28 -



5. Toxicity

Dat e:

12- OCT- 2001
I D: 13752-51-7

5.1.3 Acute Dernal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:

Year:
Test subst ance:

Reliability:
Fl ag:
11- OCT- 2001

5.1.4 Acute Toxicity,

Toxicity

LD50
rabbit

> 10000 ng/ kg bw

ot her:) Federal
17, 1964)

Sept enmber
1964

other TS: Good-Rite® 3030x18 (Cure-Rite® 18);

not ed

(1)

Critical

ot her

val id w t hout
Meet s Nationa

Rout es

5.2 Corrosiveness and Irritation

5.2.1 Skin Irritation

5.2.2 Eye Irritation

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC classificat.:

Met hod:

Year:
Test subst ance:
Resul t:

Reliability:

11- OCT- 2001

rabbit
not irritating
ot her: Section 1500. 42, Federal

Regul at i ons,

other TS: Cure-Rite® 18; purity:
No positive scores;

CFR 16, p. 125

and chenosis at day one.

(1)
GP study,

val id w t hout
Meet s Nationa

Hazar dous Subst ances Act

one ani mal

G.P: no

restriction
st andar ds net hod
study for SIDS endpoint

GLP: yes
not noted
had scores of

restriction
st andar ds net hod

- 16/ 28 -

purity:

"

for

(Revi sed, Fed. Reg.

not

(5)

Hazar dous Subst ances Act

redness
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5. Toxicity

Date: 12-COCT-2001
I D: 13752-51-7

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:
EC cl assificat.:
Met hod:

Year:
Test subst ance:

Reliability:

11- OCT- 2001

5.3 Sensitization

5.4 Repeated Dose

Speci es:
Strain:
Rout e of adm n.:
Exposure period:
Frequency of
treat nent:
Post. obs.
peri od:
Doses:
Contr ol
NQAEL
LOAEL
Met hod:
Year:
Test subst ance:
Resul t :

G oup:

Reliability:
Fl ag:
11- OCT- 2001

r abbi t
irritating
ot her: Federal Hazardous Substances Act (Revised, Fed. Reg.
Sept enber 17, 1964)
1964 GLP: no
other TS: Good-Rite® 3030x18 (Cure-Rite® 18); purity: not
not ed
(1) wvalid without restriction
Meets National standards nethod
(5)

Toxicity
r at Sex: male/femal e
Spr ague- Dawl ey
oral feed
2 years
conti nuous daily
none
0, 20, 60, 200, or 600 ppm
yes, concurrent no treatnent
200 ppm
600 ppm
EPA OPP 82-5

GLP: yes
other TS: Conmercial Cure-Rite® 18; purity: 96.8%
A conmpound rel ated increase in urothelial tunors, kidney
wei ghts, non-neoplastic urinary tract abnormalities, and rales

was observed in the high dose (600 ppnm) males and fenal es.
Body wei ghts also were significantly lower in the high dose in
t he high dose males and fermales. No conmpound-rel ated effects
on hematol ogy, clinical chem stry, or urinalysis were noted.
(1) wvalid without restriction

@GP gui del i ne study

Critical study for SIDS endpoi nt

(7)
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5. Toxicity

Date: 12-COCT-2001
I D: 13752-51-7

5.5 Genetic Toxicity "in Vitro'

Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:
Test subst ance:
Renar k:
Reliability:
Fl ag:
12- OCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:

Met hod:

Year:

Test subst ance:

Remar k
Reliability:

Fl ag:
12- OCT- 2001

Bacterial reverse nutation assay

Sal monel | a typhi murium strains TA-1535, TA-1537, TA-1538,
TA-98, TA-100

0.5 to 1,000 ug/plate

Wth netabolic activation: 0.5 to 100 ug/plate (little to no
toxicity)

Wt hout netabolic activation: 0.5 to 100 ug/plate (little to
no toxicity)

with and wi t hout

negative

other: according to other: according to Anes et al (1975)

Mut ati on Res. 31:347-364; MCann et al. (1975) Proc. Nat.
Acad. Sci. 72:5135-5139

1975 G.P: no data

other TS: Conmercial Cure-Rite® 18 (Purified); purity: 97.5%
Si gned QA assurance statenent provided

(2) wvalid with restrictions

Meets generally accepted scientific standards, well docunented
and acceptable for assessnent

Critical study for SIDS endpoi nt

(8) (9)
Bacterial reverse nutation assay

Escherichia coli strain WP2urvA-

0.5 to 1,000 ug/plate

Wth netabolic activation: 0.5 to 100 ug/plate (little to no
toxicity)

Wt hout netabolic activation: 0.5 to 100 ug/plate (little to
no toxicity)

with and wi t hout

negative

other: according to Hinderer, RK , B. M/hr, D.R Jagannath,
SSM @Glloway, SSW Mnn, J.C R ddle, and D.J. Brusick (1983)
Envi ron. Mitagen. 5:193-215

1983 G.P: no data

other TS: Cure-Rite® 18 (purified), purity: 97.5%

Si gned QA assurance statenent provided

(2) wvalid with restrictions

Meets generally accepted scientific standards, well docunented
and acceptabl e for assessnent

Critical study for SIDS endpoi nt

(8) (9)
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5. Toxicity

Date: 12-COCT-2001
I D: 13752-51-7

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t :
Met hod:
Year:
Test subst ance:
Renar k:
Reliability:
Fl ag:
12- OCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year:
Test subst ance:
Renar k:
Reliability:
Fl ag:
12- OCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year:

Test subst ance:

Cyt ogeneti c assay

Chi nese Hanmster Ovary (CHO Cells
2.500 to 20.000 ug/m
concentration used based on nouse |ynphoma L5178Y cells

with and wi t hout
positive
other: according to Hinderer, RK , B. M/hr, D.R Jagannath,
SSM @Glloway, SSW Mnn, J.C R ddle, and D.J. Brusick (1983)
Envi ron. Mitagen. 5:193-215
1983 GLP:
other TS: Cure-Rite® 18 (purified); purity = 97.5%
Si gned QA assurance statenent provided
(2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptable for assessnent
Critical study for SIDS endpoi nt
(8) (10)

DNA danmage and repair assay

Escherichia coli strains WB110 (pol A+) and WB078 (pol A-)
100 to 5,000 ug/plate

Wth netabolic activation: 0.5 to 100 ug/plate (little or no
toxicity) Wt hout netabolic activation: 0.5 to 100 ug/plate
(little or no toxicity)

with and wi t hout

positive

other: according to Hinderer, RK , B. Myhr, D.R Jagannath,
SSM @Glloway, SSW Mnn, J.C R ddle, and D.J. Brusick (1983)
Envi ron. Mitagen. 5:193-215

1983 GLP:

other TS: Cure-Rite® 18. (purified); purity: 97.5%

Si gned QA assurance statenent provided

(2) wvalid with restrictions

Meets generally accepted scientific standards, well docunented
and acceptabl e for assessnent

Critical study for SIDS endpoi nt

(8) (9)
Manmal i an cel | gene nutation assay

BALB 3T3 Mbuse Cells
0. 01000 to 0.20000 ug/
0. 488 ug/

wi t hout

positive

other: according to Hinderer, RK , B. M/hr, D.R Jagannath,
SSM @Glloway, SSW Mnn, J.C R ddle, and D.J. Brusick (1983)
Envi ron. Mitagen. 5:193-215

1983 GLP:

other TS: Cure-Rite® 18 (purified); purity = 97.5%

- 19/28 -



5. Toxicity

Date: 12-COCT-2001
I D: 13752-51-7

Remar k:

Reliability:

Fl ag:

12- OCT- 2001

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year:
Test substance:
Renar k:
Reliability:
Fl ag:
12- OCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:

Met hod:

Year:

Test subst ance:

Renar k:
Reliability:

12- OCT- 2001

Preci pitation conc: >250 ug/ m
Si gned QA assurance statenent provided.
(2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptable for assessnent
Critical study for SIDS endpoi nt
(8) (11)

Mouse | ynphoma assay

Mouse Lynphoma cell |ine L5178Y TK+/ -

1.250 to 25.0 ug/n

Wth netabolic activation: Percent relative growh was 64. 9%
at 1.560 ug/mM and 5.2%at 25.0 ug/n

Wthout netabolic activation: Percent relative growth was

29. 7% at 1.250 ug/m and 7.7-11.2% at 5.0-20.0 ug/m

with and wi t hout

positive

other: according to Hinderer, RK , B. M/hr, D.R Jagannath,
SSM @Glloway, SSW Mnn, J.C R ddle, and D.J. Brusick (1983)
Envi ron. Mitagen. 5:193-215

1983 GLP:
other TS: Cure-Rite® 18 (purified);
Preci pitation conc: >250 ug/ m
Si gned QA assurance statenent provided.

(2) wvalid with restrictions

Meets general ly accepted scientific standards, well docunented
and acceptable for assessnent

Critical study for SIDS endpoi nt

purity = 97.5%

(8) (9)
Bacterial reverse nutation assay

Sal nonel | a typhi murium strai ns TA-1535, TA-1537, TA-1538,
TA-98, TA-100

0.5 to 5,000 ug/plate

Wth netabolic activation: 0.5 to 100 ug/plate (little to no
toxicity)

Wt hout netabolic activation: 0.5 to 100 ug/plate (little to
no toxicity)

with and wi t hout
negative
other: according to Ames et al (1975) Miutation Res.
31:347-364; MCann et al. (1975) Proc. Nat. Acad. Sci.
72:5135-5139
1975 GLP:
other TS: Conmercial Cure-Rite® 18, purity: 95.6%
Si gned QA assurance statenent provided
(2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptabl e for assessnent
(8) (9)
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5. Toxicity

Date: 12-COCT-2001
I D: 13752-51-7

Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:
Test substance:
Renar k:
Reliability:
12- OCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:

Met hod:

Year:

Test subst ance:

Remar k
Reliability:

12- OCT- 2001

Bacterial reverse nutation assay

Sal monel | a typhi murium strains TA-1535, TA-1537, TA-1538,
TA-98, TA-100 and Saccharomyces strain D4

0.5 to 1,000 ug/plate

Wth netabolic activation: 1000 ug/plate (TA-98); 1000
ug/ pl ate, 500 ug/plate, and 100 ug/plate (D4)

Wt hout netabolic activation: 1000 ug/plate (TA-98); 1000
ug/ pl ate, 500 ug/plate, and 100 ug/plate (D4)

with and wi t hout
negati ve
other: according to Ames et al (1975) Miutation Res.
31:347-364; McCann et al. (1975) Proc. Nat. Acad. Sci
72:5135-5139
1975 G.P
other TS: Conmercial Cure-Rite® 18; purity: not noted
QA assurance statenment provided.
Saccharomyces strain D4 not reported in referenced
publ i cati on.
(2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptable for assessnent

(8) (9)

Bacterial reverse nutation assay

Escherichia coli strain WP2urvA

0.5 to 1,000 ug/plate

Wth netabolic activation: 0.5 to 100 ug/plate (little or no
toxicity) Wt hout netabolic activation: 0.5 to 100 ug/plate
(little or no toxicity)

with and wi t hout
negative
other: according to Hinderer, RK , B. M/hr, D.R Jagannath,
SSM @Glloway, SSW Mnn, J.C R ddle, and D.J. Brusick (1983)
Envi ron. Mitagen. 5:193-215
1983 G.P
other TS: Conmercial Cure-Rite® 18, purity: 95.6%
Si gned QA assurance statenent provided
(2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptabl e for assessnent
(8) (9)
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5. Toxicity

Date: 12-CCT-2001
I D: 13752-51-7

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t :
Met hod:

Year:
Test subst ance:
Renar k:
Resul t:
Reliability:
12- OCT- 2001
Type:
Syst em of

testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:
Test subst ance:
Renar k:
Reliability:
12- OCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:

Test subst ance:

Cyt ogeneti c assay

Chi nese Hanmster Ovary (CHO Cells
0.313 to 5.000 ug/m
concentration used based on nouse |ynphoma L5178Y cells

wi th and wi t hout

other: according to Hinderer, RK , B. M/hr, D.R Jagannath,
SSM @Glloway, SSW Mnn, J.C R ddle, and D.J. Brusick (1983)
Envi ron. Mitagen. 5:193-215

1983 G.P

other TS: Conmercial Cure-Rite® 18; purity = 95. 6%

Si gned QA assurance statenent provided
Genotoxic effects: Wth netabolic activation
Wt hout netabolic activation: positive

(2) wvalid with restrictions

Meets generally accepted scientific standards, well docunented
and acceptabl e for assessnent

negative

(8) (10)
DNA danmage and repair assay

Escherichia coli strains WB110 (pol A+) and WB078 (pol A-)
100 to 5,000 ug/plate

Wth netabolic activation: 0.5 to 100 ug/plate (little or no
toxicity) Wt hout netabolic activation: 0.5 to 100 ug/plate
(little or no toxicity)

with and wi t hout
positive
other: according to Hinderer, RK , B. M/hr, D.R Jagannath,
SSM @Glloway, SSW Mnn, J.C R ddle, and D.J. Brusick (1983)
Envi ron. Mitagen. 5:193-215
1983 G.P
other TS: Conmercial Cure-Rite® 18, purity: 95.6%
Si gned QA assurance statenent provided
(2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptabl e for assessnent
(8) (9)

Manmal i an cel | gene nutation assay

BALB 3T3 Mbuse Cells
0. 05000 to 0.10000 ug/
0. 488 ug/ i

wi t hout

negative

other: according to Hinderer, RK , B. M/hr, D.R Jagannath,
SSM @Glloway, SSW Mnn, J.C R ddle, and D.J. Brusick (1983)
Envi ron. Mitagen. 5:193-215

1983 G.P

other TS: Conmercial Cure-Rite® 18; purity = 95. 6%
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5. Toxicity

Date: 12-COCT-2001
I D: 13752-51-7

Renar k:
Reliability:

12- OCT- 2001

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year:
Test subst ance:
Renar k:
Reliability:
12- OCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:

Met hod:

Year:

Test subst ance:

Renar k:

Reliability:

12- OCT- 2001

Si gned QA assurance statenent provided
(2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptable for assessnent
(8) (11)

Manmal i an cel | gene nutation assay

BALB 3T3 Mbuse Cells
0. 00625 to 0.10000 ug/
0.244 ug/ m

wi t hout
positive
other: according to Hinderer, RK , B. M/hr, D.R Jagannath,
SSM @Glloway, SSW Mnn, J.C R ddle, and D.J. Brusick (1983)
Envi ron. Mitagen. 5:193-215
1983 GLP:
other TS: Conmercial Cure-Rite® 18, purity: Not noted
Weakly acti ve.
Si gned QA assurance statenent provided.
(2) wvalid with restrictions
Meets general ly accepted scientific standards, well docunented
and acceptable for assessnent
(8) (11)

Mouse | ynphoma assay

Mouse Lynphoma cell |ine L5178Y TK+/ -

0.313 to 35.0 ug/m

Wth netabolic activation: Percent relative growh was 78. 1%
at 20.0 ug/m and 5.7%at 35.0 ug/m

Wt hout netabolic activation:Percent relative growh was 25.6%
at 0.313 ug/m and 3.8%at 1.880 ug/mn

with and wi t hout
positive
other: according to Hinderer, RK , B. M/hr, D.R Jagannath,
SSM @Glloway, SSW Mnn, J.C R ddle, and D.J. Brusick (1983)
Envi ron. Mitagen. 5:193-215
1983 GLP:
other TS: Commercial Cure-Rite® 18;
Weakly acti ve.
Si gned QA assurance statenent provided.
(2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptable for assessnent

(8) (9)

purity = 95.6%
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5. Toxicity

Date: 12-COCT-2001
I D: 13752-51-7

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:

Test substance:
Remar k

Resul t:
Reliability:
12- CCT- 2001

5.6 CGenetic Toxici

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:

Resul t:
Met hod:

Year:
Test subst ance:
Resul t :

Reliability:
Fl ag:
12- OCT- 2001

Mouse | ynphoma assay
Mouse Lynphoma cell |ine L5178Y TK+/ -
0.313 to 50.0 ug/m

Wth netabolic activation
at 12.50 ug/mM and 4.2%at 50.0 ug/n

Wthout netabolic activation: Percent relative growh was
80.9% at 0.313 ug/m and 7.9% at 1.880 ug/m

Percent relative growh was 43.2%

wi th and wi t hout

other: according to Hinderer, RK , B. M/hr, D.R Jagannath,
SSM @Glloway, SSW Mnn, J.C Riddle, and D.J. Brusick (1983)
Envi ron. Mitagen. 5:193-215

1983 G.P

other TS: Conmercial Cure-Rite® 18; purity: Not noted
Preci pitation conc: 1250 ug/

Si gned QA assurance statenent provided.

Wth netabolic activation: weakly active

Wthout netabolic activation: negative

(2) wvalid with restrictions

Meets generally accepted scientific standards, well
and acceptable for assessnent

docunent ed

(8) (9)

ty "in Vivo'

Dom nant |ethal assay

rat Sex:
Spr ague- Dawl ey

gavage

56 consecutive days to mal es

mal e/ f enmal e

0, 6.25, 12.5, or 25 ng/kg. (0.25 ng/kg triethyl enenel am ne
positive control)

negative

other: according to Hinderer, RK , M Knickerbocker, and F.J.
Koschier (1982) Toxicol. Appl. Pharnmacol. 62:335-341.

1982 GLP: yes

other TS: Conmercial Cure-Rite® 18; Purity = 95.6%

A significant depression in body wei ght gain was observed in
the mal es adm ni stered the hi ghest dose. Simlar pregnancy
rates were observed in all test groups conpared with the
controls. No evidence of dom nant |ethal nutations were
observed in the test groups. In the TEM positive controls,

t he nunber of inplantation sites and preinplantation | oses
were significantly decreased, and the nunber of early feta
deat hs per pregnant fenmale were significantly el evated.

(2) wvalid with restrictions

Meets generally accepted scientific standards, well
and acceptabl e for assessnent

Critical study for SIDS endpoi nt

docunent ed

(12)
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5. Toxicity

Date: 12-COCT-2001
I D: 13752-51-7

5.7 Carcinogenicity

Speci es:
Strain:
Route of admin.:
Exposure period:
Frequency of
treatnent:
Post. obs.
peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year:
Test subst ance:
Resul t :

Reliability:
Fl ag:
12- OCT- 2001

r at Sex: nmal e/femal e
Spr ague- Dawl ey

oral feed

2 years

conti nuous daily

none
0, 20, 60, 200, or 600 ppm

yes, concurrent no treatnment

other: according to H nderer, RK , GR Lankas, AL
Knezevich, and C.S. Auletta (1986). Toxicol. Appl. Pharmacol
82:521-531

1986 G.P

other TS: Conmercial Cure-Rite® 18; purity = 96.8%

A conmpound rel ated increase in urothelial tunors, kidney

wei ghts, non-neoplastic urinary tract abnormalities, and rales
was observed in the high dose nmales and femal es. Body weights
al so were significantly lower in the high dose nmal es and
femal es. No conpound-rel ated effects on hematol ogy, clinica
chem stry, or urinalysis were noted.

(2) wvalid with restrictions

Meets generally accepted scientific standards, well documnented
and acceptabl e for assessnent

Critical study for SIDS endpoi nt

(7)

5.8 Toxicity to Reproduction

Type:

Speci es:

Strain:

Route of admin.:

Exposure Peri od:

Frequency of
treatnent:

Fertility

r at Sex: nmal e/ femal e
Spr ague- Dawl ey

oral feed

12 weeks

dai |y

Premat i ng Exposure Peri od

nmal e:

Dur ati on of test:
Doses:

Control G oup:
NQAEL Par ent al
NOAEL F1 O f spr.
Met hod:

Year:
Test subst ance:
Resul t:

Mal es were sacrificed over a 6-7 day period followi ng the
21-day mating period.

12 weeks

0, 60, 200, or 600 ppm

yes, concurrent no treatnent

200 ppm

600 ppm

other: according to H nderer, RK, B.Y. Cockrell, S M
Debanne, and P.T. Goad. (1987). Fund. Appl. Toxi col

9: 763-772.

1987 GLP: yes
other TS: Conmercial Cure-Rite® 18; purity = 98. 0%
NCEL Parent al : 200 ppm based on a slight, but generally not

statistically significant body wei ght reduction at 600 ppm
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5. Toxicity

Date: 12-COCT-2001
I D: 13752-51-7

Reliability:
Fl ag:
12- OCT- 2001

5.9 Devel opnent a

No evi dence of a compound-related effect on mating, fertility,
gestation | ength, nunber of inplants or live births, pup
grow h, or survival was observed.

No nor phol ogi cal changes in the testes fromthe high dose

mal es was observed by either light or electron m croscopy.

Ceneral parental toxicity: A slight but generally
nonstatistically significant decrease in body weights in the
test nales.

Toxicity to of fspring: None
(1) wvalid without restriction
@GP study, Meets generally accepted scientific standards, well
docunent ed and acceptabl e for assessnent.
Critical study for SIDS endpoi nt
(13)

Toxi city/ Teratogenicity

See 1 UCLI D data sets on CAS# 95-31-8; 102-77-2; 95-33-0; 4979-32-2

5.10 G her Relevant Information

5.11 Experience with Human Exposure
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Date: 12-COCT-2001
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7. Ri sk Assessnent

Date: 12-CCT-2001
I D: 13752-51-7

7.1 End Point Summary

7.2 Hazard Summary

7.3 Ri sk Assessnent
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Exi sting Chem cal
CAS No.

El NECS Name

El NECS No.

TSCA Name

Mol ecul ar For nul a

Producer Rel ated Part
Conpany:
Creation date:

Subst ance Rel ated Part
Conpany:
Creation date:

Meno:

Printing date:
Revi si on dat e:
Date of |ast Update:

Nunber of Pages:

Chapter (profile):
Reliability (profile):
Flags (profile):

I U C L | D

I D: 4979-32-2

4979-32-2

N, N- di cycl ohexyl benzot hi azol e- 2- sul phenam de
225-625-8

2- Benzot hi azol esul f enam de, N, N-di cycl ohexyl -

Cl9H26N2S2
26- APR- 2001
26- APR- 2001
Data for RAPA Sul fenam de Accel erators category
18- OCT- 2001
18- OCT- 2001
28
Chapter: 1, 2, 3, 4, 5, 7
Reliability: without reliability, 1, 2, 3, 4
Flags: without flag, confidential, non confidential,
(DE), TA-Luft (DE), Material Safety Dataset, R sk

Assessnent, Directive 67/548/ EEC, SI DS

WK



1. GCeneral Information

Date: 18-CCT-2001
I D 4979-32-2

1.0.1 CECD and Conpany I nfornmation
1.0.2 Location of Production Site
1.0.3 ldentity of Recipients

1.1 General Substance |Information

Subst ance type: organi c

Physi cal status: solid

Purity: >= 95 %ww

Remar k: cooper ati ng conpani es:

Bayer Antwerpen N. V., Belgium

AKZO Cheni cal s, Net herl ands

Monsant o Europe N. V., Bel gium
26- APR- 2001

1.1.0 Details on Tenpl ate

1.1.1 Spectra
1.2 Synonyns

N, N- di cycl ohexyl - 2- benzot hi azol esul f enani de
26- APR- 2001

Sanot cure DCBS

Sour ce: Bayer AG Leverkusen
07- JUN- 1994
Vul kacit DZ
Sour ce: Bayer AG Leverkusen
07- JUN- 1994

1.3 Inpurities
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Dat e: 18- OCT-2001
1. GCeneral Information I D: 4979-32-2

1.4 Additives

CAS- No:

El NECS- No:

El NECS- Nane:

Remar k: Additi ves may be contained in the substance as nmarketed in
order to reduce dust formation during use

26- APR- 2001

1.5 Quantity

1.6.1 Labelling

1.6.2 Cassification

1.7 Use Pattern

Type: type

Cat egory: Use resulting in inclusion into or onto matrix
26- APR- 2001

Type: i ndustri al

Cat egory: Pol ymers industry
Sour ce: Bayer AG Leverkusen
26- MAY- 1994

Type: use

Cat egory: Vul cani zi ng agents
Sour ce: Bayer AG Leverkusen
26- MAY- 1994

1.7.1 Technol ogy Production/ Use

1.8 Cccupational Exposure Limt Val ues

1.9 Source of Exposure

1.10.1 Recommendati ons/ Precauti onary Measures
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CGeneral Information

Date: 18-CCT-2001
I D 4979-32-2

.10

11

.12

.13

.14,

.14,

.14,

.15

.16

.17

.18

.2 Emergency Measures

Packagi ng

Possi b. of Rendering Subst. Harnl ess

St at ement s Concer ni ng Waste

1 Water Pollution

2 Maj or Accident Hazards

3 Air Pollution

Addi ti onal Renarks

Last Literature Search

Revi ews

Listings e.g. Chemical Inventories
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Date: 18-CCT-2001

2. Physico-chem cal Data | D: 4979-32-2

2.1 Melting Point

Val ue: >= 96 degree C
Deconposi tion: no
Subl i mat i on: no
Met hod: ot her
Year : 1982
G.P: no
Remar k: sanpl e of technical purity
Sour ce: Bayer AG Leverkusen
30- APR- 1992 (1)
Val ue: = 103.5 degree C
Deconposi tion: no
Subl i mat i on: no
Met hod: ot her
Year : 1978
G.P: no
Remar k: hi gh purity sanple
Sour ce: Bayer AG Leverkusen
30- APR- 1992 (1)

2.2 Boiling Point

Val ue: >= 200 degree C at 1013 hPa
Deconposi tion: yes
Met hod: ot her
Year : 1976
G.P: no
Remar k: DCBS was heated in an open gl ass vessel under air and

normal pressure with a heating rate of 10 degree C per mn,
and in a closed glass vessel with a heating rate of 5 degree
C per min. In both experinents a very strong exothermc
deconposition coul d be observed at tenperatures of >= 200
degree C using DTA

Ther nogravi netri c anal ysis showed that when a DCBS sanpl e
was kept at a constant tenperature of 230 degree C on a

bal ance, after 5 min nore than 50 % w w of the sanple were
vol atilized. After 30 and 45 min approx. 20 % w w of the

sanmple were still on the bal ance.

Sour ce: Bayer AG Leverkusen
04- VAY- 1992 (1)
2.3 Density
Type: bul k density
Val ue: ca. 1.2 g/cnB at 20 degree C
Met hod: ot her

Year : 1982

G.P: no

Sour ce: Bayer AG Leverkusen
30- APR- 1992 (1)
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2. Physico-chem cal Data

Date: 18-CCT-2001
I D 4979-32-2

2.3.1 Ganul onetry

2.4 Vapour Pressure

Val ue:
Met hod:
Year:
a.p:
Sour ce:
30- APR- 1992

Val ue:
Met hod:
Year:
[CH=
Sour ce:
30- APR- 1992

ca. .00075 hPa at 120 degree C

ot her (neasured): conparable to OECD Cuide-line 104
1978

no

Bayer AG Leverkusen

(1)

ca. .0035 hPa at 140 degree C

ot her (neasured): conparable to OECD Cuide-line 104
1978

no

Bayer AG Leverkusen

(1)

2.5 Partition Coefficient

| og Pow.
Met hod:
Year:
a.p:

Test subst ance:

Reliability:
18- OCT- 2001

| og Pow.
Met hod:

Year:
Sour ce:
04- DEC- 1995

2.6.1 Water

Val ue:
Qualitative:
Met hod:
Year:
[CH=
Sour ce:
30- APR- 1992

5.951 at 25 degree C

ot her (cal cul ated): KOMVYN Program (v1.65)
1999

no

other TS: nol ecul ar structure

(2) wvalid with restrictions

Accept ed cal cul ati on net hod

(2)

4.8
CECD Guide-line 107 "Partition Coefficient (n-octanol/water),
Fl ask- shaki ng Met hod"

Bayer AG Leverkusen

(3)

lity

ca. 30 ng/l at 25 degree C
of very low solubility

ot her

1988

no

Bayer AG Leverkusen

(1)

2.6.2 Surface Tension
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Dat e: 18- OCT- 2001
2. Physico-chem cal Data | D: 4979-32-2

2.7 Flash Poi nt

Val ue: ca. 180 degree C
Type: cl osed cup
Met hod: other: DIN 51758
Year : 1989
G.P: no
Remar k: The substance being solid, flash point determnation

according to the EEC-Directive cannot be carried out. The
determ nati on was done using a nolten sanple foll ow ng
nmet hod DI N 51758.

Sour ce: Bayer AG Leverkusen

04- VAY- 1992 (1)

2.8 Auto Flanmmability

2.9 Flanmability

2.10 Expl osive Properties

N

.11 Oxidizing Properties

N

.12 Additional Renarks
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3.  Environnental

Date: 18-CCT-2001

Fat e and Pat hways | D: 4979-32-2

3. 1.1 Phot odegradati on

Type:

air

I NDI RECT PHOTOLYSI S

Sensiti zer:
Conc. of sens.:
Rat e constant:

oH
1560000 nol ecul e/ cnB
. 0000000001138512 cnB/ (ol ecul e * sec)

Degr adat i on: 50 % after 1.1 hour(s)
Met hod: ot her (cal cul ated): ACP Program (v1.89)
Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
18- OCT- 2001 (2)

3.1.2 Stability in Water

Type: abiotic
Met hod: ot her
Year: 1988 G.P: no

Test substance: as prescribed by 1.1 - 1.4

Resul t: DCBS hydrol yzed slowy at a tenperature of 100 degree C
2- mer capt obenzot hi azol e (MBT), MBT-sul fonic acid,
2- hydr oxybenzot hi azol e and di cycl ohexyl am ne were identified
as deconposition products. Addition of strong bases or acids
accel erated the reaction.

Sour ce: Bayer AG Leverkusen

30- APR- 1992 (1)

3.1.3 Stability in Soil

3.2 Monitoring Data (Environnent)

3.3.1 Transport between Environnmental Conpartnents

Type: fugacity nodel level I1

Medi a: other: air - water - soil - sedinent

Air (Level 1):

Water (Level 1):

Soil (Level 1):

Biota (L.1I/111):

Soil (L.1L/111):

Met hod: other: Level 111 Fugacity Model

Year : 1999
Resul t: Media Distribution Hal f-Life Emi ssi ons Fugacity
(percent) (hr) (kg/ hr) (atm

Air 0. 0457 2.25 1000 2.42e-013
\Wat er 7.15 900 1000 7.39e-015
Soi | 39.9 900 1000 8. 32e- 017
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3.  Environnental

Dat e: 18- OCT- 2001
Fat e and Pat hways | D: 4979-32-2

Rel iability:

18- OCT- 2001

Sedi ment  52.9 3. 6e+003 0 4.97e-015

Persi stence Tine: 1.45e+003 hr
Reaction Ti me: 1. 65e+003 hr
Advection Tine: 1. 15e+004 hr
Percent Reacted: 87.5

Percent Advected: 12.5

(2) wvalid with restrictions
Accept ed cal cul ati on net hod

(2)

3.3.2 Distribution

3.4 Mode of Degradation in Actual Use

3.5 Bi odegradation

Type:

| nocul um
Concentration:
Degr adat i on:
Resul t:

Met hod:

Year:
Test subst ance:
Sour ce:
04- DEC- 1995

Type:

| nocul um
Concentration:
Degr adat i on:
Met hod:

Year:
Test subst ance:
Sour ce:
04- DEC- 1995

3.6 BOD5, COD or

Renar k:
Sour ce:
09- DEC- 1993

aerobi c

predonm nantly domestic sewage

100 ng/l related to Test substance

ca. 2 %after 28 day

under test conditions no biodegradati on observed

Directive 84/449/EEC, C.7 "Biotic degradation - nodified MTI
test"”

1989 GLP: no

other TS: conmercial product

Bayer AG Leverkusen

(1)

aerobi c

ot her: Japanese standard activated sl udge

100 ng/l related to Test substance

0 %after 28 day

CECD Guide-line 301 C "Ready Biodegradability: Mdified MTI
Test (1)"

1994 GLP: yes

Bayer AG Leverkusen

(4)

BOD5/ CCD Rati o

ThOD: 2300 ng/g
Bayer AG Leverkusen

(1)
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Dat e: 18- OCT- 2001
3. Environnmental Fate and Pat hways | D: 4979-32-2

3.7 Bi oaccumnul ati on

3.8 Additional Remarks
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Date: 18-CCT-2001
4. Ecotoxicity I D: 4979-32-2

AQUATI C ORGANI SMS

4.1 Acute/Prolonged Toxicity to Fish

Type: sem static
Speci es: Oryzias latipes (Fish, fresh water)
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nonitoring: no
LC50: > 1000
Met hod: ot her: OECD Gui deline 203

Year : 1981 GLP: no
Test substance: other TS: 99.9 %
Remar k: Stock solution was prepared with ethanol wth

ul trasoni cation.
Sour ce: Bayer AG Leverkusen
Reliability: (1) wvalid without restriction
Gui del i ne st udy

18- OCT- 2001 (3) (5)
Type: static
Speci es: Brachydanio rerio (Fish, fresh water)
Exposure period: 96 hour(s)
Unit: ng/ | Anal yti cal nonitoring: no
NCEC: 15
Met hod: ot her

Year : 1988 GLP: no
Test substance: other TS: conmercial product
Remar k: The substance was dispersed in water equivalent to a

concentration of 1 g/l, stirred for 2 h and subsequently
filtered. The filtrate was tested on Brachydanio rerio: no
observed effects in the undiluted sanple (DOC of the
filtrate : 15 ng/l).

Sour ce: Bayer AG Leverkusen

26- JAN- 1995 (1)

4.2 Acute Toxicity to Aquatic Invertebrates

Type:
Speci es: Daphni a magna (Crustacea)
Exposure period: 24 hour(s)
Unit: ng/ | Anal ytical nonitoring: no
EC50: > 1000
Met hod: ot her: OECD @ui deline 202
Year : 1984 GLP: no
Test substance: other TS: 99.9 %
Remar k: static
stock solution was prepared with DVSO HCO-40 = 9:1
Sour ce: Bayer AG Leverkusen
Reliability: (1) wvalid without restriction
Gui del i ne st udy
18- OCT- 2001 (3)
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4. Ecotoxicity

Dat e:
| D 4979-32-2

18- OCT- 2001

4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es:
Endpoi nt :

Exposure period:

Unit:
NCEC.:
EC50:
Met hod:
Year:
Test subst ance:
Renar k:
Sour ce
Reliability:

18- OCT- 2001

4.4 Toxicity to M

Type:
Speci es:

Exposure period:

Unit:
ECO:
Met hod:

Year:
Test subst ance:
Renar k:

Sour ce
09- DEC- 1993

Sel enast rum capri cornutum (Al gae)

bi onmass
72 hour (s)
ng/ |
10

16

ot her:
1984
ot her

TS: 99.9 %

Anal yti cal

OECD Cui del i ne 201

nmoni toring: no

G.P: no

Stock solution was prepared with DMSO HCO- 40 = 9:1
Bayer AG Leverkusen

(1) valid without

Gui del i ne st udy

restriction

croorgani snms e.g. Bacteria

Anal yti cal

(3) (3

nmoni toring: no

i nhi bition of oxygen consunption by

aquatic

activated sl udge

3 hour (s)

ng/ |

>= 10000

| SO 8192 "Test for
activated sl udge"
1988

other TS: conmmerci al

The substance was di spersed in the test

pr oduct

a concentration of 10 g/l.
Bayer AG Leverkusen

- 11/ 28 -
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Date: 18-CCT-2001
4. Ecotoxicity I D: 4979-32-2

4.5 Chronic Toxicity to Aquatic Organi snms

4.5.1 Chronic Toxicity to Fish

4.5.2 Chronic Toxicity to Aquatic Invertebrates

Speci es: Daphni a magna (Crustacea)
Endpoi nt : reproduction rate
Exposure period: 21 day
Unit: ng/ | Anal ytical nonitoring: no
NCEC: 10
LOEC 18
EC50: 40
Met hod: ot her: OECD CGuideline 202 (1984)
Year : 1994 GLP: no
Test substance: other TS: 99.9 %
Remar k: 21d-EC50 (imobility): 140 ng/l
static
Stock solution was prepared with DMSO HCO- 40 = 9:1
Sour ce: Bayer AG Leverkusen
31- MAY- 1996 (3) (5)

TERRESTRI AL ORGANI SM5

4.6.1 Toxicity to Soil Dwelling O ganisnms

4.6.2 Toxicity to Terrestrial Plants

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Ki netics

4.9 Additional Renarks
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5. Toxicity

Date: 18-CCT-2001
I D 4979-32-2

5.1 Acute Toxicity

5.1.1 Acute Oal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Renar k:

Sour ce
Reliability:

18- OCT- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Sour ce
20- OCT- 1993

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Sour ce
20- OCT- 1993

Toxicity

LD50
rat

mal e/ f enmal e

CECD Guide-line 401 "Acute Oal Toxicity"

GLP: yes
other TS: purity 99.2 %
Fatal cases were found in males at the doses of nore than
2367 mg/ kg and in fenmal es of nore than 1401 ng/ kg. But, no
dose-related nortalities were observed.
value: > 1,821 ng/kg in male; > 1,077 ng/kg in female
Bayer AG Leverkusen
(1) wvalid without restriction
@GP Cuideline study

(6)

LD50
rat

= 10000 ng/ kg bw

GLP:
Bayer AG Leverkusen
(7)
LD50
r at
= 6420 ny/ kg bw
GLP:

Bayer AG Leverkusen

(8)
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5. Toxicity

Date: 18-CCT-2001
I D 4979-32-2

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Sour ce:
10- MAY- 1994

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Sour ce:

06- JUN- 1994

LD50
rat

= 8500 ngy/ kg bw

Bayer AG Leverkusen

LD50
rat

> 5000 ng/ kg bw

Monsant o

Bayer AG Leverkusen

5.1.2 Acute Inhalation Toxicity

5.1.3 Acute Dernal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Sour ce:

26- APR- 2001

Toxicity

LD50
rabbit

> 2000 ng/ kg bw

other TS: purity = 96%

Monsant o

Bayer AG Leverkusen

GP:

GP:

GaP:

14/ 28 -

(9)

(10)

(10)



5. Toxicity

Date: 18-CCT-2001
I D 4979-32-2

5.1.4 Acute Toxicity, other Routes

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of adm n.:

Val ue:
Met hod:

Year:
Test subst ance:
Sour ce
Test substance:
20- OCT- 1993

LD50
rat

S.C.
> 5000 ny/ kg bw

GaP:

Bayer AG Leverkusen
DCBS of technical and anal ytical grade was tested.

5.2 Corrosiveness and Irritation

5.2.1 Skin Irritation

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC cl assificat.:

Met hod:

Year:
Test subst ance:
Renar k:

Sour ce
20- OCT- 1993

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC classificat.:

Met hod:

Year:
Test subst ance:
Renar k:

(11)
rabbit
GP:
20 ng/ 24h
effect: noderate
Bayer AG Leverkusen
(12)

rabbit

ot her: exposure time: 24 h (no further data)
GLP:

effect: practically non-irritating
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5. Toxicity

Date: 18-CCT-2001
I D 4979-32-2

Sour ce
26- APR- 2001

Bayer AG Leverkusen
(10)

5.2.2 Eye Irritation

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year:

Test subst ance:

Renar k:

Sour ce
20- OCT- 1993

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year:

Test subst ance:

Renar k:
Sour ce

06- JUN- 1994

rabbit

GaP:

500 ng/ 24 h
effect: mld
Bayer AG Leverkusen
(12)

rabbit

ot her: exposure time: 24 h (no further data)
GLP:

effect: practically non-irritating
Monsant o
Bayer AG Leverkusen
(10)
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5. Toxicity

Date: 18- COCT-2001
I D 4979-32-2

5.3 Sensitization

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year:

Test subst ance:

Qui nea pig maxi m zation test
gui nea pig

not sensitizing

GP:

other TS: Santocure DCBS; purity = 98%

Sour ce: Monsant o
Bayer AG Leverkusen

26- APR- 2001 (13)
Type: Pat ch- Test
Speci es: human
Nurber of

Ani mal s:
Vehi cl e:
Resul t:
Cl assification
Met hod:

Year : GLP:
Test substance:
Remar k: 2/ 135 showed an allergic reaction towards 1 %

Cycl ohexyl benzot hi azyl - sul f enam d

Sour ce: Bayer AG Leverkusen
30-JUL- 1998 (14)
5.4 Repeated Dose Toxicity
Speci es: r at Sex: mal e/fenmal e
Strain: other: Crj: CD (SD)
Route of admin.: other: oral gavage
Exposure period: males: 44 days including 14 days before mating; females: from

Frequency of
treatnent:

Post. obs.
peri od:

Doses:

Control G oup:

Met hod:

Year:

Test subst ance:

Resul t:

14 days before mating to day 3 of |actation

7 days/ week

0, 6, 25, 100, 400 ng/kg (10 ani mal s/ group)
yes, concurrent vehicle
ot her: OECD Conbi ned Repeat dose and
reproducti ve/ Devel opnental Screening Toxicity Test

GLP: yes
other TS: purity 99.2 %
In the cage side observation, salivation were noted in the
400 ng/ kg nmal e group, and decreased | oconotor activity were
noted in 100 ng/ kg or nore femal e groups. At a dose of 400
ng/ kg, food consunpti on decreased prior to the mati ng and
during the pregnancy, and body wei ght gain decreased at |ate
stage of pregnancy. In urinalysis, increased ketone bodies

- 17/ 28 -



5. Toxicity

Date: 18- COCT-2001
I D 4979-32-2

Sour ce:
Reliability:
18- OCT- 2001
Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year:

Test subst ance:
Resul t :

Sour ce:

18- OCT- 2001

were noted in 400 ng/ kg mal es. There are no henat ol ogi ca
changes between the treated and control groups of both
sexes. Increased rel ative kidney weights and decreased
absol ute thynus wei ghts were noted in 400 ng/ kg mal e group
and 400 ng/ kg both mal e and fenal e groups, respectively. In
hi st opat hol ogi cal exam nation, fatty degeneration of the
renal tubul ar epithelia, vacuol ation of the adreno-cortica
cells and atrophy of the spleen were observed at doses of
100 and 400 ng/ kg femal e groups. Fatty degeneration of |iver
cells were observed in 400 ng/ kg nmal e group, and congestion
of liver was noted in 400 ng/ kg fermal e group. Al so, hyaline
droplets in the renal tubular epithelia were observed in 100
and 400 ng/ kg mal e groups.
Bayer AG Leverkusen
(1) wvalid without restriction
G.P Cuideline study

(15)
r at Sex: nale/femal e
Spr ague- Dawl ey
oral feed
4 w

dai |y

no data

2000, 3000, 5000, 7500 or
667 ng/ kg bw d)

yes

10000 ppm (ca. 133, 200, 333, 500 or

GLP:
other TS: Santocure DCBS
no significant changes related to treatnent were found
in hematol ogy or clinical chem stry evaluations, ter-
m nal organ wei ghts, or organ/body wei ght ratios or
gross necropsy exam nations; dose-rel ated depression in
body wei ght gain and reduced feed consunption on a
ng/ kg bw d basis was noted in all treatnment groups in
conparison to controls
Monsant o
Bayer AG Leverkusen

(16)
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5. Toxicity

Date: 18-CCT-2001
I D 4979-32-2

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of
treat nent:
Post. obs.
peri od:
Doses:
Contr ol
Met hod:
Year:
Test subst ance:
Renar k:
Resul t:

G oup:

Sour ce:
18- OCT- 2001

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year:

Test subst ance:
Resul t:

Sour ce:
18- OCT- 2001

r at Sex: nmal e/femal e
Spr ague- Dawl ey
oral feed

3 nont hs
daily
no data

2500 or 5000 ppm (ca.
yes

167 or 333 ng/ kg bw d)

GLP: yes
other TS: Santocure DCBS; purity = 96%
speci es: unspecified, probably rat
reduced body wei ght gain and reduced food consunption in
both sexes in both treatnment groups were observed; no tar-
get organ toxicity or histopathol ogi cal findings were sug-
gested
Monsant o
Bayer AG Leverkusen
(17)
r at Sex: mal e
no data
i nhal ation
15 d

2h/d
no data
340- 400 ng/ nB
other: no data
GLP:
No effect except mucous menbrane irritaion were observed. No

pronounced |iver or Kkidney changes were observed.
Bayer AG Leverkusen

(9)
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5. Toxicity

Dat e:

18- OCT- 2001
I D 4979-32-2

5.5 Genetic Toxicity "in Vitro'

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:
Test subst ance:
Renar k:
Resul t:
Sour ce
Reliability:
18- OCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year:
Test subst ance:
Renar k:
Resul t:
Sour ce
Reliability:
18- OCT- 2001
Type:
Syst em of

testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:

Bacterial reverse nutation assay

S. typhimurium TA 98, TA 100, TA 1535, TA 1537
0, 312.5, 625, 1250, 2500, 5000 ug/plate

wi th and wi t hout

negative

ot her: Japanese Cuideline for Screening Mitagenicity testing

of chem cal s

other TS: comerci al

procedure: plate incorporation nethod
cytotoxicity conc:

5000 ug/ pl at e;

Bayer AG Leverkusen

(1) valid without

Meets Nationa

with and wi t hout
precipitation conc:

GLP: yes
purity: 99.5 %

restriction

st andar ds net hod

Bacterial reverse nutation assay

E. coli WP 2 uvrA

0, 312.5, 625, 1250, 2500, 5000 ug/plate

with and wi t hout

negative

net abol i c activation
312.5 ug/plate

(18)

ot her: Japanese Cuideline for Screening Mitagenicity testing

of chem cal s

other TS: conmmerci al
procedure: plate incorporation nethod

cytotoxicity conc:

5000 ug/ pl at e,

Bayer AG Leverkusen

(1) valid without

Meet s Nationa

with and wit hout
precipitation conc:

GLP: yes
purity: 99.5 %

restriction

st andar ds net hod

Cyt ogeneti c assay

net abolic activation
312.5 ug/plate

(18)

-S9 (continuous treatnment) O, 0.21, 0.41, 0.82 ng/m; -S9

(short-termtreatnment) 0, 0.9, 1.8, 3.5 ng/m;

treatnment) O, 0.9, 1.8, 3.5 ng/m

with and wi t hout

+S9 (short-term

ot her: Japanese Cuideline for Screening Mitagenicity testing

of chem cal s

GLP: yes
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5. Toxicity

Date: 18- COCT-2001
I D 4979-32-2

Test subst ance:

Resul t :

Sour ce:

Reliability:

18- CCT- 2001

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year:
Test subst ance:
Sour ce:
04- MAY- 1992
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t :
Met hod:
Year:
Test subst ance:
Sour ce:
26- APR- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year:
Test subst ance:
Sour ce:
26- APR- 2001

other TS: conmerical, purity: 99.5 %
cytoxtoxicity conc: with and without netabolic activation: >
3.5 ng/m; genotoxic effects: clastogenicity with and
wi t hout netabolic activation: negative, polyploid induction:
wi th netabolic activation: negative, w thout netabolic
activation: positive
Bayer AG Leverkusen
(1) wvalid without restriction
Meets National standards nethod

(18)

Anmes test

S. typhimurium TA 100, TA 98

with and wi t hout
negative

GP:

Bayer AG Leverkusen
(19)

Anmes test

Sal nonel I a typhi murium (no further data)

with and wi t hout
negative

G.P: no data

Monsant o
Bayer AG Leverkusen
(20)

HGPRT assay

Chi nese hanmster ovary cells
up to 500 ug/m

with and wi t hout
negative

GLP:
other TS: Santocure DCBS; purity = 96%
Monsant o
Bayer AG Leverkusen
(21)
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Date: 18-CCT-2001

5. Toxicity ID: 4979-32-2

Type: Unschedul ed DNA synt hesi s

Syst em of

testing: primary rat hepatocytes

Concentrati on: up to and including 50 ug/m

Cyt ot oxi ¢ Conc. :

Met abol i c

activation:

Resul t: negative

Met hod:

Year : GLP:

Test substance: other TS: Santocure DCBS

Sour ce: Monsant o
Bayer AG Leverkusen

06- JUN- 1994 (22)

5.6 Genetic Toxicity "in Vivo'

Type: Cyt ogeneti c assay

Speci es: r at Sex: mal e/fenmal e

Strain: no data

Route of admin.: gavage

Exposure period: single admnistration

Doses: 1000 ng/ kg bw

Resul t: negative

Met hod:

Year : GLP: yes

Test substance: other TS: Santocure DCBS; purity = 96%

Resul t: Sant ocure DCBS did not produce chronbsonme damage as mnea-
sured by significant increases in chronpbsone aberrations
or chronosone nunber as conpared to concurrent controls
in the rat bone marrow assay

Sour ce: Monsant o
Bayer AG Leverkusen

26- APR- 2001 (23)
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Date: 18-CCT-2001

5. Toxicity I D: 4979-32-2
5.7 Carcinogenicity

Speci es: r at Sex: mal e/femal e
Strain: W st ar

Route of admin.: s.c.

Exposure period: 413 d

Frequency of
treat nent:
Post. obs.
peri od:
Doses:
Resul t:
Control G oup:
Met hod:
Year:
Test substance:
Remar k

Resul t:

Sour ce
30- JUL- 1998

once a week

entire lifetine
1000 ny/ kg bw week, 20000 ngy/ kg bw (total anount)

ot her: yes
ot her
1975 G.P: no
as prescribed by 1.1 - 1.4
20 animal s of each sex, technical and anal ytical grade DCBS
was admi ni stered.
No signs of systemic toxicity were reported, there was no
di fference between the survival of the control group and the
dose group, an increased nunber of sarcomas | ocated at the
injection site was observed in all dose groups.
Bayer AG Leverkusen
(11)

5.8 Toxicity to Reproduction

Type:

Speci es:

Strain:

Rout e of admin.:
Exposure Peri od:

Frequency of

ot her

r at Sex: male/femal e

other: Crj: CD (SD)

ot her: oral gavage

mal es: 44 days including 14 days before mating, females: from
14 days before mating to day 3 of |actation

treat ment: 7 days/ week
Premat i ng Exposure Peri od

mal e: 14 days

femal e: 14 days

Dur ati on of test:
Doses:

Control G oup:
NQAEL Par ent al
NOAEL F1 O f spr.
Met hod:

Year:
Test subst ance:
Resul t:

0, 6, 25, 100 or 400 ng/ kg (10 ani mal s/ sex/ group)
yes, concurrent vehicle
100 ng/ kg bw
100 ng/ kg bw
ot her: OECD Conbi ned Repeat dose and reproductive/ Devel opnment
Screening Toxicity Test

GLP: yes
other TS: purity 99.2 %
There were no effects indicative of toxicity on male
reproductive performance. Toxic effects were revealed in
femal e and pups at doses of 400 ng/ kg. There was decreased
nunber of the corpus lutea in acconpany of decreases in
nunber of inplantation sites and litter size. One dam died
during the delivery and another two had prol onged gestation
length. Al dans lost their litters at delivery or by day 4
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5. Toxicity

Date: 18- COCT-2001
I D 4979-32-2

Sour ce
Reliability:
18- OCT- 2001

5.9 Devel opnent a

Speci es:
Strain:
Route of admin.:
Exposure period:

Frequency of
treatnent:

Duration of test:

Doses:

Control G oup:

Met hod:

Year:

Test subst ance:
Resul t:

Reliability:

18- OCT- 2001

of lactation. Therefore, there were decreases in
reproducti on/ devel opnent parameters such as gestation index,
nunber of live pups at birth, live birth index and viability
i ndex on day 4 of lactation. There were no effects on the
mating and fertility, and norphogenesis in pups.
Bayer AG Leverkusen
(1) wvalid without restriction
@GP Cuideline study

(15)

Toxi city/ Teratogenicity

r at Sex: nale/femal e

other: Crj: CD (SD)

gavage

mal es: 44 days including 14 days before mating, females: from
14 days before mating to day 3 of |actation

7 days/ week

0, 6, 25, 100 or 400 ng/ kg (10 ani mal s/ sex/ group)
yes, concurrent vehicle
ot her: OECD Conbi ned Repeat dose and reproductive/ Devel opnment
Screening Toxicity Test
GLP: yes

other TS: purity 99.2 %
Toxic effects were revealed in femal e and pups at doses of 400
nmg/ kg. There were no effects on the mating and fertility, and
nor phogenesi s i n pups.
One dam di ed during the delivery and another two had prol onged
gestation length. Al dans lost their litters at delivery or
by day 4 of lactation. Therefore, there were decreases in
reproducti on/ devel opnent parameters such as gestation index,
nunber of live pups at birth, live birth index and viability
i ndex on day 4 of lactation.
(1) wvalid without restriction
G.P Cuideline study

(15)
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5. Toxicity

Date: 18-CCT-2001
I D 4979-32-2

Speci es:

Strain:

Route of admin.:
Exposure period:
Frequency of

treat nent:
Dur ati on of test:
Doses:
Control G oup:
Met hod:
Year:

Test subst ance:
Renar k:

ot her: chicken Sex:
no data
other: see renarks

single adm nistration

no data

t he highest dose tested was reported to be a saturated acetone
solution corresponding to 0.5 unol es per egg (ca. 173 ug)

no data specified

GLP:
other TS: Wul kacit DZ
the test substance was injected into three day chicken

enbr yos
Resul t: Vul kacit DZ did not produce any evidence of enbryotoxic
or teratogenic effects
Sour ce: Monsant o
Bayer AG Leverkusen
07- JUN- 1994 (24)
5.10 G her Relevant Information
Type: ot her
Remar k: DCBS had no effect on three-day chicken enbryos when
injected into the air chanber.
Sour ce: Bayer AG Leverkusen
04- VAY- 1992 (25) (26)

5.11 Experience with Human Exposure
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Date: 18-CCT-2001
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7. Ri sk Assessnent

Date: 18-CCT-2001
I D 4979-32-2

7.1 End Point Summary

7.2 Hazard Summary

7.3 Ri sk Assessnent
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1. Ceneral

| nf or mati on

Dat e:
I D: 95-31-8

12- OCT- 2001

1.0.1 CECD and Conpany I nfornmation

Narme:
Street:
Town:

Country:

Phone:

Tel ef ax:

Tel ex:

Narme:
Street:
Town:

Country:

Narme:
Street:
Town:

Country:

Phone:

Tel ef ax:

Narme:
Street:
Town:

Country:

Phone:

Tel ef ax:

Tel ex:

Narme:
Street:
Town:

Country:

Narme:
Street:
Town:

Country:

Phone:

Tel ef ax:

Tel ex:

Akzo Nobel Chem cals b.v.
Stationsplein 4, PO Box 247
3800AE Anersfoort

Net her | ands

+31-33-676767

+31-33- 676150

79322

Bayer Antwerpen N. V.

Haven 507, Schel del aan 420
Ant wer pen

Bel gi um

BFGoodri ch Chemical (Belgie) N V.
Rue de Verdun/straat 742

1130 Brussels

Bel gi um

32-2-247-19-11

32-2-247-19-91

GENERAL QUIM CA, S. A

Km4 CGra. de Mranda a Puentel arréa
01213 LANTARON COMUNI ON (ALAVA)
Spai n

947-31 01 45

947-31 38 88

39531

Monsant o Europe N. V.
Tervurenl aan, 270-272
1150 Bruxel |l es
Bel gi um

Uni r oyal Chemi cal Conpany
Benson Road

06749 M ddl ebury, CT
United States
203-573-3390
203-573-4531

3106710383

1.0.2 Location of Production Site

1.0.3 ldentity of Recipients
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Date: 12-OCT-2001
1. GCeneral Information ID: 95-31-8

1.1 General Substance |Information
Subst ance type: organi c

Physi cal status: solid

1.1.0 Details on Tenpl ate

1.1.1 Spectra

1.2 Synonyns

2- Benzot hi azol esul f enam de, N-(1, 1-dinethylethyl)-

Sour ce: Akzo Nobel Chemicals b.v. Anersfoort
Monsant o Europe N. V. Bruxelles

2- benzot hi azol esul f enam de, N (1, 1-dinethylethyl)-

Remar k: other: tertiary-butyl benzot hi azol esul f enani de
Sour ce: BFGoodrich Chemical (Belgie) N V. Brussels
Benzot hi azol yl - 2-tert-butyl sul fenan de

Sour ce: GENERAL QUIM CA, S. A.  LANTARON COMUNI ON ( ALAVA)
Benzot hi azyl -2-tert-butyl sul fenam d

Sour ce: Bayer Antwerpen N. V. Antwerpen

Cure-rite BBTS

Sour ce: Uni r oyal Chemni cal Conpany M ddl ebury, CT

Del ac NS

Sour ce: Uni r oyal Chemni cal Conpany M ddl ebury, CT

N- (1, 1-di et hyl et hyl ) - 2- benzot hi azol esul f enani de

Sour ce: GENERAL QUIM CA, S. A.  LANTARON COMUNI ON ( ALAVA)
N-tert.-butyl -2-benzot hi azol sul f enam de

Sour ce: Bayer Antwerpen N. V. Antwerpen

N-tert. butyl -2-benzot hi azyl sul phenam de

Sour ce: Akzo Nobel Chemicals b.v. Anersfoort

Per kacit NS

Sour ce: Uni r oyal Chemi cal Conpany M ddl ebury, CT

Sant ocure NS
Sour ce: Uni r oyal Chemi cal Conpany M ddl ebury, CT
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Date: 12-CCT-2001

1. Ceneral Information I D: 95-31-8
TBBS
Sour ce: Uni r oyal Chemi cal Conpany M ddl ebury, CT

Akzo Nobel Chemicals b.v. Anersfoort
Bayer Antwerpen N. V. Antwerpen
Monsant o Europe N. V. Bruxelles

TBBS/ EGC
Sour ce: GENERAL QUIM CA, S. AL LANTARON COMUNI ON ( ALAVA)

tertiary-Butyl benzot hi azol esul f enam de

Sour ce: Akzo Nobel Chemicals b.v. Amersfoort
Monsant o Europe N. V. Bruxelles

Vul kacit Nz

Sour ce: Uni r oyal Chemi cal Conpany M ddl ebury, CT
Bayer Antwerpen N. V. Antwerpen

1.3 Inpurities

1.4 Additives

1.5 Quantity

Quantity 10 000 - 50 000 tonnes

1.6.1 Labelling

1.6.2 Cassification

1.7 Use Pattern

Type: type

Cat egory: Use in closed system

Type: type

Cat egory: Use resulting in inclusion into or onto matrix
Type: i ndustri al

Cat egory: Chemical industry: used in synthesis

Type: i ndustri al

Cat egory: Pol ymers industry
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Date: 12-CCT-2001

1. CGeneral Information ID: 95-31-8

Type: i ndustri al

Cat egory: ot her: Rubber processing industry

Type: use

Cat egory: Vul cani zi ng agents

Type: use

Cat egory: ot her: vul cani sation of natural and sythetic rubber

1.7.1 Technol ogy Production/ Use

1.8 Cccupational Exposure Limt Val ues

Type of limt: TLV (US)
Limt val ue: 10 ng/ n8
Sour ce: GENERAL QUM CA, S. A LANTARON COMUNI ON ( ALAVA)

Type of limt:

Limt val ue:
Remar k: Cccupational exposure limt has not been set.
Sour ce: Akzo Nobel Chemicals b.v. Amersfoort

1.9 Source of Exposure
Sour ce: Uni r oyal Chemi cal Conpany M ddl ebury, CT

Remar k: Met hod of manufacturing: oxidative coupling of

2- mer capt obenzot hi azol e and t-butyl am ne using either sodi um

hypochl orite or chlorine gas and air.

Sour ce: GENERAL QUIM CA, S.A.  LANTARON COMUNI ON ( ALAVA)

1.10.1 Recommendati ons/ Precauti onary Measures

1.10.2 Emergency Measures

1. 11 Packagi ng

1.12 Possib. of Rendering Subst. Harn ess

1. 13 Statenents Concerning Waste
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Date: 12-OCT-2001
1. GCeneral Information ID: 95-31-8

1.14.1 Water Pollution

O assified by:

Label | ed by:
O ass of danger: 0 (generally not water polluting)
Sour ce: Uni r oyal Chemi cal Conpany M ddl ebury, CT

1.14.2 Major Accident Hazards

1.14.3 Air Pollution

1.15 Additional Remarks
Remar k: Di sposal : Controll ed conbustion

Transport information:
UN nunmber: NP
ADR/ RI D: NP
| ATA- DGR NP
| MDG NP
Sour ce: GENERAL QUM CA, S. A.  LANTARON COMUNI ON ( ALAVA)

1.16 Last Literature Search

1.17 Revi ews

1.18 Listings e.g. Chemical Inventories
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Date: 12-CCT-2001

2. Physico-chem cal Data I D: 95-31-8

2.1 Melting Point

Val ue:
Deconposi tion:
Subl i mati on:
Met hod:

[CH=
Sour ce:

Val ue:

Met hod:
[CH=

Sour ce:

Val ue:
Deconposi tion:
Subl i mati on:
Met hod:

[CH=
Sour ce:

2.2 Boiling Point

Val ue:
Sour ce:

2.3 Density

Type:
Val ue:
Met hod:
GP:
Sour ce:

Type:
Val ue:
Met hod:
GP:
Sour ce:

Type:
Val ue:
Met hod:
GP:
Sour ce:

2.3.1 Ganul onetry

ca. 103 degree C

no
no
ot her
no data
Monsant o Europe N. V. Bruxelles
(1)
= 104 degree C
other: no data
no data
GENERAL QUM CA, S. A.  LANTARON COMUNI ON ( ALAVA)
ca. 109 degree C
no
no
ot her
no data
Monsant o Europe N. V. Bruxelles
(2)
Monsant o Europe N. V. Bruxelles
density
ca. 1.28 g/cnB at 25 degree C
ot her
no data
Monsant o Europe N. V. Bruxelles
(2)
density
= 1.29 g/cnB at 25 degree C
other: no data
no data
GENERAL QUM CA, S. A.  LANTARON COMUNI ON ( ALAVA)
density
=1.29 g/cnB
ot her
no data
Monsant o Europe N. V. Bruxelles
(3)
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Dat e: 12- OCT- 2001
2. Physico-chem cal Data I D: 95-31-8

2.4 Vapour Pressure

Val ue: . 000000611 hPa at 20 degree C
Met hod: ot her (neasured)
GLP: no data
Sour ce: Monsant o Europe N. V. Bruxelles
(1)
Val ue: . 00000137 hPa at 25 degree C
Met hod: ot her (neasured)
GLP: no data
Sour ce: Monsant o Europe N. V. Bruxelles
(1)
Val ue: . 0000547 hPa at 25 degree C
Met hod: ot her (cal cul at ed)
Sour ce: Monsant o Europe N. V. Bruxelles
(1)
2.5 Partition Coefficient
| og Pow. 4.38
Met hod: ot her (neasured)
Year :
GLP: no data
Sour ce: Monsanto Europe N. V. Bruxelles
(4)
| og Pow. 4.67 at 22.4 degree C
Met hod:
Year : 1991
GLP: yes
Sour ce: Monsant o Europe N. V. Bruxelles
(1)
2.6.1 Water Solubility
Val ue: < 1 ng/l at 20 degree C
Met hod: ot her
GLP: no data
Sour ce: Monsant o Europe N. V. Bruxelles
(1)
Val ue: .3 ny/l
Met hod: ot her
GLP: no data
Sour ce: Monsant o Europe N. V. Bruxelles
(5)
Remar k: No sol ubl e
Sour ce: GENERAL QUIM CA, S.A.  LANTARON COMUNI ON ( ALAVA)
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Dat e: 12- OCT- 2001
Physi co- chemi cal Data I D: 95-31-8

.6.2 Surface Tension

.7 Flash Poi nt

.8 Auto Flammability

.9 Flammabi ity

.10 Expl osi ve Properties

.11 Oxidizing Properties

.12 Additional Renarks
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Date: 12-CCT-2001

3. Environnmental Fate and Pat hways I D: 95-31-8

3. 1.1 Phot odegradati on

3.1.2 Stability in Water

Type: abiotic

t1/2 pHr: = 6.1 hour(s)

Degr adat i on: = 100 % after 24 hour (s)

at pH 7
Met hod: ot her: ABC Laboratories nethod
Year : 1984 GLP: yes

Test substance: other TS: Monsanto product 1983.

Resul t: Report indicates that Santocure NS hydrol yzed conpletely.
Mer capt obenzot hi azol e and t-butylam ne were identified as
hydr ol ysi s products.

Half-1ife should be viewed as an estimate.

Sour ce: Monsant o Europe N. V. Bruxelles

Test condition:

Test subst ance:

Type:

t1/2 pHr7:

t1/2 pHo:

t1/2 pHS5:

Met hod:
Year:

Test subst ance:

Resul t:

Sour ce

Test condition:

Test subst ance:

Dei oni zed water filtered through a 0.45 mcron filter and
adjusted to pH 7.00 +/- 0.05 using 0.1 M NaGOH 0.1 M KH2PO4
buf fer system Stock solutions were prepared in acetone and
then aliquots transferred to the water system
Sant ocure NS supplied by Monsanto Pol yner Products Conpany
November 30, 1983. Sanple was from | ot number NC06-107 with
a purity of 97%

(6)

abiotic
10.4 - 13.2 hour(s)
40.5 hour(s)

5.1 hour(s)
ot her: ABC Laboratories Method (1984).
1984 GLP: yes

other TS: Monsanto product 1983.
Test results confirmthe results obtained in Monsanto report
AB- 84- X128. Santocure NS has a hydrolysis half-life |l ess
than 24 hours in water. Presence of sunlight did not inpact
rate of di sappearance of Santocure NS. Data suggest that
Sant ocure NS hydrol yzes to yield nercaptobenzot hi azol e.
Monsant o Europe N. V. Bruxelles
Dei oni zed and environmental water (well water) were filtered
through a 0.45 mcron filter. The pH was adjusted to one of
3 pHs. At pH 5 a potassium hydrogen phthal ate buffer was
used, at pH 7 a potassi um di hyrogenphosphate buffer was used
while at pH 9 a sodium borate buffer was used. Hydrolysis
in sunlight and in the dark and for sanples prepared in
buffered well water and in buffered deionized water were
used to evaluate the inmpact of sunlight and other mnerals
on the hydrolysis rate. Neither sunlight nor added m nerals
fromthe well water inpacted hydrolysis significantly.
Sant ocure NS supplied by Monsanto Pol yner Products Conpany
November 30, 1983. Sanple was from |l ot nunmber NC06- 107
with a purity of 97%

(7)
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Date: 12-CCT-2001

3. Environnmental Fate and Pat hways I D: 95-31-8

3.1.3 Stability in Soil

3.2 Monitoring Data (Environnent)

3.3.1 Transport between Environnmental Conpartnents

3.3.2 Distribution

3.4 Mode of Degradation in Actual Use

3.5 Bi odegradation

Type: aer obi c
| nocul um activated sl udge
Concentrati on: 100 ng/ |
Degr adat i on: 0 %after 28 day
Met hod: CECD Guide-line 301 C "Ready Bi odegradability: Mdified MTI

Test (1)"

Year: 1991 GLP: yes
Test substance: other TS: 99%
Sour ce: Monsant o Europe N. V. Bruxelles
(8)

Type: aer obi c
| nocul um activated sludge, adapted
Concentrati on: 29.4 nmg/l related to Test substance
Resul t: other: at 32 days 63.5% of theoretical anobunt of CO2 had

evol ved.
Met hod: ot her: Monsanto shake flask procedure.

Year : 1975 G.P: no data

Test substance: other TS
Sour ce: Monsant o Europe N. V. Bruxelles
Test condition: Monsant o shake flask procedure: 60 nL of acclimated

bacterial seed is mxed with 440 nL of m ni mal

in fluted 2-liter fl ask.
Appl. Mcrobiol. 30:922 (1975).
Test subst ance: Monsanto | ndustrial Chemcals M C 270582.

3.6 BOD5, COD or BOD5/COD Ratio

- 10/ 39 -

salts nedia

(9)



Dat e: 12- OCT- 2001
3. Environnmental Fate and Pat hways I D: 95-31-8

3.7 Bi oaccumnul ati on

3.8 Additional Remarks
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4. Ecotoxicity

Date: 12-CCT-2001
I D: 95-31-8

AQUATI C ORGANI SMS

4.1 Acute/Prolonged Toxicity to Fish

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year:
Test subst ance:
Renar k:

Sour ce
Test condition:

Type:
Speci es:

Exposure period:

Unit:
Met hod:

Year:
Test subst ance:
Renar k:
Sour ce

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year:
Test subst ance:
Renar k:

Sour ce
Test condition:

flow t hrough

Pi nephal es pronel as
14 day
ng/ |

> .3
ot her:
1979 GLP:
other TS: received from John Vander Koo
TOXI CTY ABOVE WATER SOLUBILITY (.3 ng/l);
ng/ |

Monsant o Europe N. V. Bruxelles
continuous flow diluter; rate=2 m/l;
sol vent =di et hyl formam de (.33 ng/l);
mean | engt h=38 nm

(Fish, fresh water)

Anal ytical nonitoring: yes
Monsant o pr ot ocol
no data

14day LC50>2.33

mean wei ght =. 43 gm
(10)

static
Brachydanio rerio
96 hour (s)

ng/ |
ot her:
1992
1993
other TS: 99%

No nortality beneath the detection limt of the analytica
met hod (0.5 ng/m)

(Fish, fresh water)

Anal ytical nonitoring: yes

Directive 67/548/ EEC "Acute toxicity to fish" Draft

GLP: yes

Monsant o Europe N. V. Bruxelles
(8)
static
Lepom s macrochirus (Fish, fresh water)
96 hour (s)
ng/ | Anal yti cal nonitoring: no
> .3
CECD Guide-line 203 "Fish, Acute Toxicity Test"
1984 G.P: no data
as prescribed by 1.1 - 1.4
TOXI CI TY ABOVE WATER SOLUBILITY (.3 ng/l); 96hr LC50=1.2
ng/l (C.1.=.98-1.6 nmg/l); 24hr LC50=3.6 ng/l; 48hr
LC50=1.5 ng/|
Monsant o Europe N. V. Bruxelles
sol vent =acet one; nean length=3.8 cm 22C
(11)
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Date: 12-COCT-2001
4. Ecotoxicity | D: 95-31-8
Type: static
Speci es: Oncor hynchus nykiss (Fish, fresh water)
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nonitoring: no
LC50: > .3
Met hod: CECD Guide-line 203 "Fish, Acute Toxicity Test"
Year : 1984 G.P: no data
Test substance: as prescribed by 1.1 - 1.4
Remar k: TOXICI TY ABOVE WATER SOLUBILITY (.3 ng/l); 96hr LC50=1.6

Sour ce
Test condition:

Type:
Speci es:
Exposure period:
Unit:
NCEC.:
LC50:
Met hod:

Year:
Test subst ance:
Renar k:

Sour ce
Test condition:

ng/l (C1.=1.3-1.9 ng/l); 24 & 48
Monsant o Europe N. V. Bruxelles
sol vent =acet one;

static

Pi nephal es pronelas (Fish, fresh
96 hour (s)

ng/ | Anal yti ca
> .3

> .3

OECD Cuide-line 203 "Fish, Acute
1984

as prescribed by 1.1 - 1.4

TOXI CI TY ABOVE WATER SOLUBI LI TY (.
ng/1 (C.1.=6-27 ng/l); 96h NOEC=5
48hr LC50=21 ng/|

Monsant o Europe N. V. Bruxelles

sol vent =acet one; 22C

4.2 Acute Toxicity to Aquatic Invertebrates

Type:

Speci es:
Exposure period:
Unit:

NCEC:

EC50:

Met hod:

Year:
Test subst ance:
Renar k:

Sour ce
Test condition:

Daphni a magna
48 hour (s)
ng/ |

> .3

> .3

(Crust acea)

Anal yti cal

hr LC50=1.6 ng/l

mean | ength=3.7 cm 12C

CECD Gui de-line 202, part 1 "Daphnia sp., Acute

| nmobi |l i sation Test"
1984

as prescribed by 1.1 - 1.4

TOXI CI TY ABOVE WATER SOLUBI LITY (0.3 no/l);

EC50>100 ng/l; 48 hr
Monsant o Europe N. V.
sol vent =acet one

NOEC=100 ny/ |
Bruxel | es

- 13/39 -

(11)
wat er)
nmoni toring: no
Toxicity Test"
GLP: yes
3 nog/l); 96 hr LC50=21
6 no/l; 24hr LC50=24 ny/l;
(12)
nmoni toring: no
G.P: no data
24hr & 48hr
(13)



4. Ecotoxicity

Date: 12-CCT-2001
I D: 95-31-8

4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es:
Endpoi nt :

Exposure period:

Unit:
EC50:
Met hod:

Year:
Test subst ance:
Remar k

Sour ce
Test condition:

4.4 Toxicity to M

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:

Year:
Test subst ance:
Sour ce

Sel enast rum capri cornutum (Al gae)

bi onass
96 hour (s)
ng/ | Anal ytical nmonitoring: no
> .3
other: U S. EPA (1971) Algal Assay Procedure: Bottel Test
EPA1972- 795- 146/ 1
1971 G.P: no data
as prescribed by 1.1 - 1.4
TOXI G TY ABOVE WATER SOLUBILITY (.3 no/l); 96hr EC50=4 ny/l
(C1.=1-15 ng/l); in vivo chlorophyll results: 24 hr EC50>10
ng/l, 48hr EC50=6 nmg/l, 72 & 96hr EC50=4 np/|
Monsant o Europe N. V. Bruxelles
sol vent =acet one; 24C, 4000 |ux, 10,000 cells/ni
(14)

croorgani snms e.g. Bacteria

aquatic

activated sl udge

3 hour (s)

ng/ |

> 10000

| SO 8192 "Test for
activated sl udge"
1990

other TS: 99%
Monsant o Europe N. V.

Anal ytical nonitoring: no
i nhi bition of oxygen consunption by
GLP: yes

Bruxel | es

(8)
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Dat e:
4. Ecotoxicity | D

12- OCT- 2001
95-31-8

4.5 Chronic Toxicity to Aquatic Organi snms

4.5.1 Chronic Toxicity to Fish

4.5.2 Chronic Toxicity to Aquatic Invertebrates

TERRESTRI AL ORGANI SM5

4.6.1 Toxicity to Soil Dwelling O ganisnms

4.6.2 Toxicity to Terrestrial Plants

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Ki netics

4.9 Additional Renarks
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5. Toxicity

Date: 12-CCT-2001
ID: 95-31-8

5.1 Acute Toxicity

5.1.1 Acute Oal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Renar k:

Sour ce:

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Renar k:

Sour ce:

Toxicity

LD50
rat

> 6310 ng/ kg bw

other: Younger Laboratory method
1973 G.P: no data
as prescribed by 1.1 - 1.4

TEST CONDI TI ONS:

node of adm nistration: gavage
nunber of animals: 5/dose (MF)
TEST RESULTS:

| ung congestion;

l'iver, discoloration;

G T, inflammation;

apetite, decr;

activity, decr;

weakness;
col | apse.
Monsant o Europe N. V. Bruxelles

(15)
LD50
r at
= 6850 ngy/ kg bw
ot her

G.P: no data

as prescribed by 1.1 - 1.4
TEST CONDI TI ONS:
nunber of animals: 2 M 3 F
vehicle: water (10% w w suspensi on)
TEST QUALITY:
too few ani mal s used
TEST RESULTS:
nortality
Monsant o Europe N. V. Bruxelles

(16)
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5. Toxicity

Date: 12-CCT-2001
ID: 95-31-8

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Renar k:

Sour ce

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Sour ce

LDO
rat

> 10000 ng/ kg bw
ot her
G.P: no data
as prescribed by 1.1 - 1.4
TEST CONDI TI ONS:
nunber of animals: 1 M screening test
doses: one dose |evel
vehicle: water (25 % w w suspensi on)
TEST RESULTS
no nmortality
Monsant o Europe N. V. Bruxelles

(17)

LDLo
r at

= 7940 ny/ kg bw
other: no data
1990 GP: no data
as prescribed by 1.1 - 1.4
GENERAL QUIM CA, S. A LANTARON COMUNI ON ( ALAVA)
(18)

5.1.2 Acute Inhalation Toxicity

5.1.3 Acute Dernal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Renar k:

Toxicity

LD50
rabbit

> 7940 ny/ kg bw

ot her: Younger Laboratories nethod

1973 G.P: no data
as prescribed by 1.1 - 1.4

TEST CONDI TI ONS:

node of administration: not given

nunber of animals: 1 M 1 F
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5. Toxicity

Date: 12-CCT-2001
ID: 95-31-8

Sour ce

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test substance:

Sour ce

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Renar k:

Sour ce

5.1.4 Acute Toxici

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of admn.:

Val ue:
Met hod:
Year:

Test subst ance:

Sour ce

exposure tinme: 24 hours
vehi cl e: 40% suspension in corn oi
Monsant o Europe N. V. Bruxelles
(15)

LD50
rabbit

< 7940 ny/ kg bw
other: no data
1990 G.P: no data
as prescribed by 1.1 - 1.4
GENERAL QUIM CA, S. A LANTARON COMUNI ON ( ALAVA)
(18)

LDO
rabbit

> 6000 ny/ kg bw
ot her

G.P: no data
as prescribed by 1.1 - 1.4
TEST CONDI TI ONS:
nunber of animals: 1 M 1 F/ dose
TEST RESULTS
all animals survived at 6000 ng/ kg bw
Monsant o Europe N. V. Bruxelles

(19)

ty, other Routes

LD50
nouse

i.p.
= 5000 ny/ kg bw
other: no data
1976 GP: no data
as prescribed by 1.1 - 1.4
GENERAL QUIM CA, S. A LANTARON COMUNI ON ( ALAVA)
(20)
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Date: 12-COCT-2001
5. Toxicity ID: 95-31-8
Type: LC50
Speci es: nouse
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Route of admin.: i.p.
Val ue: = 5000 ng/ kg bw
Met hod: ot her
Year : 1976 G.P: no data
Test substance: as prescribed by 1.1 - 1.4
Sour ce: Monsant o Europe N. V. Bruxelles
(21)
Type: LD50
Speci es: nouse
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Route of admin.: i.v.
Val ue: = 180 ng/ kg bw
Met hod: other: no data
Year : G.P: no data
Test substance: as prescribed by 1.1 - 1.4
Sour ce: GENERAL QUIM CA, S. AL LANTARON COMUNI ON ( ALAVA)
(22)
Type: LC50
Speci es: nouse
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Route of admin.: i.v.
Val ue: = 180 ng/ kg bw
Met hod: ot her
Year : G.P: no data
Test substance: as prescribed by 1.1 - 1.4
Sour ce: Monsant o Europe N. V. Bruxelles
(23)
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5. Toxicity

Date: 12-CCT-2001
ID: 95-31-8

5.2 Corrosiveness and Irritation

5.2.1 Skin Irritation

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI I :
Resul t:

EC cl assificat.:

Met hod:
Year:

Test subst ance:

Remar k

Sour ce

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI I :
Resul t:

EC cl assificat.:

Met hod:
Year:

Test subst ance:

Remar k

Sour ce

rabbit

not irritating

not irritating

ot her: Younger Laboratories nethod
1973 G.P: no data
as prescribed by 1.1 - 1.4

TEST CONDI TI ONS:

node of adm nistration: as per FHSA
exposure time: 24 hours

reading tines: 24, 48, 72, 168 hours
vehi cl e: water

skin: intact

nunber of animals: 6

TEST RESULTS

EU nmean erythema score: 0.0
EU nean edena score: 0.0
PI1: 0/8

Monsant o Europe N. V. Bruxelles

(15)

rabbit

slightly irritating
not irritating
other: nodified Draize
1944 G.P: no data
as prescribed by 1.1 - 1.4
TEST CONDI TI ONS:
nunber of animals: 1 M 2 F
exposure time: 24 hours
PI1: 1.0/8
healing tine: 2 hours
Monsant o Europe N. V. Bruxelles
(17)
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5. Toxicity

Date: 12-CCT-2001
ID: 95-31-8

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI I :
Resul t:

EC classificat.:

Met hod:
Year:

Test subst ance:

Remar k

Sour ce

5.2.2 Eye Irritati

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year:

Test subst ance:

Remar k

Sour ce

rabbit

slightly irritating

not irritating

other: nodified Draize

1944 G.P: no data
as prescribed by 1.1 - 1.4

TEST CONDI TI ONS:

nunber of animals: 6 M

exposure tinme: 24 hours

skin: intact

TEST RESULTS
PI1: 1.5/8.0

healing tine: not cleared in 72 hours

Monsant o Europe N. V. Bruxelles
(24)
on
rabbit
slightly irritating
not irritating
Drai ze Test
1944 G.P: no data
as prescribed by 1.1 - 1.4
TEST CONDI Tl ONS:
nunber of aninmals: 6
TEST RESULTS
EU nmean erythema score: 2.53
EU nean chenosis score: 0
EU nean corneal score: O
EU nean iritis score: O
Drai ze score: 2.5/110
Monsant o Europe N. V. Bruxelles
(15)
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5. Toxicity

Date: 12-CCT-2001
ID: 95-31-8

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year:

Test subst ance:

Renar k:

Sour ce

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year:

Test subst ance:

Renar k:

Sour ce

rabbit

slightly irritating

not irritating

other: nodified Draize

1944 G.P: no data
as prescribed by 1.1 - 1.4

TEST CONDI TI ONS:

nunber of animals: 2 M 1F

TEST RESULTS
Drai ze score: 2.4/110
healing tinme: 72 hours

Monsant o Europe N. V. Bruxelles

(17)
r abbi t
slightly irritating
not irritating
Dr ai ze Test
1944 G.P: no data
as prescribed by 1.1 - 1.4
TEST CONDI TI ONS:
nunber of animals: 6 M
TEST RESULTS
Drai ze score: 2.5/110.0
healing tine: 48 hours
Monsant o Europe N. V. Bruxelles
(25)
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5. Toxicity

Date: 12-COCT-2001
ID: 95-31-8

5.3 Sensitization

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year:

Test subst ance:

Remar k

Sour ce

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year:

Test subst ance:

Remar k

Sour ce

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year:

Test subst ance:

Remar k

Sour ce

Buehl er Test
gui nea pig

sensitizing
sensitizing
ot her: Pharmakon Laboratory nethod
1980 GLP: yes
as prescribed by 1.1 - 1.4
TEST CONDI TI ONS:
The test nmaterial came fromthree different |ocations. It
was applied in a 25% preparation in ethanol
Monsant o Europe N. V. Bruxelles
(26)

Pat ch- Test
hunman

sensitizing
sensitizing
ot her
1969 G.P: no data
as prescribed by 1.1 - 1.4
55 subjects (18 M 37 F); 24 hour occluded, alternate day
patches for 14 days.
9 0f 55 showed sensitization; not a primary irritant
Monsant o Europe N. V. Bruxelles
(27)

Pat ch- Test
hunman

sensitizing
sensitizing
other: Not specified
1983 G.P: no data
as prescribed by 1.1 - 1.4
TEST CONDI TI ONS:
1% Santocure NS in petrolatum No testing was carried out
to determine if trace quantities of MBT were in the
preparati on.
TEST RESULTS
13 of 14 subjects who had previously been sensitized by MBT
al so showed sensitivity reactions when exposed to Santocure
NS.
Monsant o Europe N. V. Bruxelles
(28)
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5. Toxicity

Date: 12-COCT-2001
ID: 95-31-8

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year:

Test subst ance:

Remar k

Sour ce

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year:

Test subst ance:

Remar k

Sour ce

Pat ch- Test
human

sensitizing

sensitizing

ot her: Product Investigations nethod

1982 G.P: no data

as prescribed by 1.1 - 1.4

TEST CONDI TI ONS:

60% preparation in petrol atum

TEST RESULTS

13 of 45 subjects responded during chal |l enge.

Monsant o Europe N. V. Bruxelles
(29)
ot her
r abbi t
not sensitizing
not sensitizing
ot her: Pharmakon Laboratory nethod
1982 GLP: yes
as prescribed by 1.1 - 1.4
The studi es were conedogenicity assays.
Three separate sanples of Santocure NS were tested in
concentrations of 0.01, 0.1, or 10%in chlorof orm (sanple
#1), 1, 10, or 100%in chl orof orm (sanple #2), and 0.01,
0.1, or 1%in chloroform (sample #3).
Monsant o Europe N. V. Bruxelles
(30)
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Date: 12-CCT-2001

5. Toxicity ID: 95-31-8

5.4 Repeated Dose Toxicity

Speci es: r at Sex: mal e/femal e
Strain: Spr ague- Dawl ey
Route of admin.: inhalation
Exposure period: 4 weeks
Frequency of
treat ment: 6 hours/day, 5 days/week
Post. obs.
peri od: no
Doses: 0.0, 0.0024, 0.029, and 0.084 ny/l
Control G oup: yes
NOAEL: = .029 ny/l
Met hod: ot her: Mnsanto Laboratory met hod
Year : 1978 GLP: yes
Test substance: as prescribed by 1.1 - 1.4
Resul t: 1) 0.0024 ng/l:
no effects.
2) 0.029 no/l:
NOAEL,;
bl ood, SGOT, incr.
3) 0.084 no/l:
bl ood, SGOT, incr;
body wei ght, decr;
liver, histopath;
| ynph nodes, hi stopat h.
Sour ce: Monsant o Europe N. V. Bruxelles
(31)
Speci es: r at Sex: mal e/fenmal e
Strain: Spr ague- Dawl ey
Route of admin.: oral feed
Exposure period: 4 weeks
Frequency of
treat ment: daily
Post . obs.
peri od: none
Doses: 0, 10, 50, 300, 1000, 3000 ng/ kg bw day
Control G oup: yes
NOAEL: 1000 ng/ kg bw
LOAEL: 3000 ng/ kg bw
Met hod: ot her
Year : 1978 GLP: yes
Test substance: as prescribed by 1.1 - 1.4
Remar k: TEST CONDI Tl ONS:
nunber of animals: 5 M 5 F/ dose
Resul t: 1) 1000 ng/ kg bw d:
no effect;
NOAEL.
2) 3000 ng/ kg bw d:
body wei ght, decr;
food consunption, decr;
LOAEL.
Sour ce: Monsant o Europe N. V. Bruxelles
(32)
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Date: 12-COCT-2001

5. Toxicity I D: 95-31-8
Speci es: r at Sex: mal e/ fenmal e
Strain: Spr ague- Dawl ey
Route of admin.: gavage
Exposure period: 30 days
Frequency of

treat ment: daily
Post . obs.

peri od: none
Doses: 0, 100, 300, 1000, and 3000 ngy/ kg bw d
Control G oup: yes

LQOAEL:
Met hod:
Year:

Test subst ance:

Renar k:

Resul t:

Sour ce:

= 100 ng/ kg bw
ot her: Bi o/ dynam cs Laboratory nethod
1981 GLP: yes
as prescribed by 1.1 - 1.4
Al female rats in the 3000 ng/ kg bw d group and 1 male rat
in the 3000 ng/ kg bw d group died by day 6. Al other 3000
ng/ kg bw/ day male rats were sacrificed on day 6 in a
nori bund condi ti on.
TEST CONDI Tl ONS:
nunber of ani mals: 5/sex/group
1) 100 ng/ kg bw d:
LQOAEL;
heart wei ght, decr, F.
2) 300 mg/ kg bw d:
body wei ght, decr, M
heart, weight, decr, F;
ki dney, weight, incr;
[iver, weight, incr, F.
3) 1000 nmg/ kg bw d:
body, weight, decr, M
heart, weight, decr;
ki dney, weight, incr;
[iver, weight, incr, F.
4) 3000 ng/ kg bw d:
nortality.
Monsant o Europe N. V. Bruxelles
(33)
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5. Toxicity

Dat e:

12- OCT- 2001

ID: 95-31-8

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of
treat nent:
Post. obs.
peri od:
Doses:
Contr ol
NQAEL :
LQOAEL:
Met hod:
Year:

G oup:

Test subst ance:

Renar k:

Resul t:

Sour ce:

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Control G oup:
NQAEL :
Met hod:

Year:

Test subst ance:
Renar k:
Sour ce:

r at Sex:

Spr ague- Dawl ey
gavage
90 d

dai |y

no

0, 100, 300,
yes

= 100 ng/ kg bw

= 300 ng/ kg bw

ot her: Mnsanto Laboratory met hod
1982 GLP: yes
as prescribed by 1.1 - 1.4

TEST CONDI TI ONS:
nunmber of ani mal s:
1) 100 ng/ kg bw d:
NOEL, NQOAEL;

no effects.

2) 300 my/ kg bw d:
LQOAEL;

body, weight, decr, M

3) 1000 nmg/ kg bw d:

body, weight, decr, M
[iver, weight, incr, F;

ki dney, weight, incr, F;
serum chol esterol, incr, F

and 1000 ng/ kg bw d

5/ sex/ group

mal e/ f enmal e

urine, specific gravity, incr, F.
Monsant o Europe N. V. Bruxelles

(34)
r at Sex: mal e
Spr ague- Dawl ey
gavage
1- 3 days
multiple daily doses (varied)
up to 14 days
up to 40 grans total dose
no
> 40000 ng/ kg bw
other: screen 1 male/ dose

G.P: no data

as prescribed by 1.1 - 1.4
TEST CONDI TI ONS:
nunber of animals: 1 Mdose
doses: ranged from 15 to 40 grans/ kg bw
Monsant o Europe N. V. Bruxelles

(17)
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5. Toxicity

Dat e:

12- OCT- 2001
ID: 95-31-8

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of
treat nent:
Post. obs.
peri od:
Doses:
Contr ol
NQAEL :
Met hod:
Year:

G oup:

Test subst ance:

Renar k:

Sour ce:

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of
treat nent:
Post. obs.
peri od:
Doses:
Contr ol
NQAEL :
Met hod:
Year:

G oup:

Test subst ance:

Renar k:

Resul t:

Sour ce:

r at

Spr ague- Dawl ey
gavage

1-5 days

multiple daily doses

up to 14 days

up to 6000 ng/ kg bw d
no

> 6000 ng/ kg bw

ot her

GaP:

as prescribed by 1.1 - 1.4
TEST CONDI TI ONS:

Sex: nmal e/femal e

no data

1-2 males or fenmales dosed with multiple daily doses for up

to 5 days and up to a total
TEST RESULTS:
all animls survived

Monsant o Europe N. V. Bruxelles

rabbit

New Zeal and white
der nmal

21 d

dai |y

no
0, 125, 500,
yes

> 2000 ng/ kg bw

ot her: | RDC Laboratory mnethod
1979

as prescribed by 1.1 - 1.4
TEST CONDI TI ONS:
nunmber of ani mal s:
1) 125 ng/ kg bw d:
skin, irritation, slight.

2) 500 mg/ kg bw d:

skin, irritation, slight.

3) 2000 nmg/ kg bw d:

NQAEL;

skin, irritation, slight.
Monsant o Europe N. V. Bruxelles

or 2000 ng/ kg bw d

10/ sex/ gr oup

- 28/39 -

of 60 grans/kg of test

GP:

mat eri al .

(25)

Sex: nmal e/femal e

yes

(35)



Date: 12-CCT-2001
5. Toxicity ID: 95-31-8

5.5 Genetic Toxicity "in Vitro'

Type: Ames test
Syst em of
testing: Sal monel I a typhi murium strains TA98, 100, 1535, 1537, 1538

Concentration:
Cyt ot oxi ¢ Conc. :

Met abol i c
activation: with and wi t hout
Resul t: negative
Met hod: ot her
Year : 1975 G.P: no data
Test substance: as prescribed by 1.1 - 1.4
Sour ce: Monsant o Europe N. V. Bruxelles
(36)
Type: Ames test
Syst em of
testing: Sal nonel | a typhi murium strains TA98, 100, 1535, 1537, 1538
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with and wi t hout
Resul t: negative
Met hod: ot her
Year : 1982 G.P: no data
Test substance: as prescribed by 1.1 - 1.4
Sour ce: Monsant o Europe N. V. Bruxelles
(37)
Type: Ames test
Syst em of
testing: Sal nonel I a typhi murium strai ns TA98, 100, 1535, 1537, 1538
Concentrati on: up to 500 ug/plate
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with and wi t hout
Resul t: negative
Met hod: ot her: Bionetics nethod
Year : 1975 G.P: no data
Test substance: as prescribed by 1.1 - 1.4
Sour ce: Monsant o Europe N. V. Bruxelles
(38)
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5. Toxicity

Date: 12-CCT-2001
ID: 95-31-8

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t :
Met hod:
Year:
Test subst ance:
Sour ce
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:
Test substance:
Sour ce
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:
Test subst ance:
Sour ce
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:

Test subst ance:

Sour ce

Anmes test

Sal nonel I a typhi murium strains TA98, 100, 1535, 1537, 1538

up to 5000 ug/plate

wi th and wi t hout

negative
ot her: Bionetics method
1975 G.P: yes

as prescribed by 1.1 - 1.4
Monsant o Europe N. V. Bruxelles

Bacterial gene nutation assay

Sal monel I a typhi murium TA 98, 100, 1535, 1537, 1538
up to 3000 ug/plate

with and wi t hout
negative
other: no data
G.P: no data
no data

Monsant o Europe N. V. Bruxelles

DNA darmage and repair assay
E. coli WP2uvr A- (WJ})

up to 1000 ug/plate

wi th and wi t hout

anbi guous
ot her: Bionetics method
1956 G.P: yes

as prescribed by 1.1 - 1.4
Monsant o Europe N. V. Bruxelles

Escherichia coli reverse nutati on assay
E. coli WB110( pol A+), p3078(pol A-)

up to 1000 ug/plate

with and wi t hout

negative
ot her: Bionetics method
1971 G.P: yes

as prescribed by 1.1 - 1.4
Monsant o Europe N. V. Bruxelles
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(39)

(40)

(39)

(39)



Date: 12-CCT-2001

5. Toxicity ID: 95-31-8
Type: HGPRT assay
Syst em of
testing: CHO cell's
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with and wi t hout
Resul t: negative
Met hod: ot her
Year : 1984 GLP: yes
Test substance: as prescribed by 1.1 - 1.4
Sour ce: Monsant o Europe N. V. Bruxelles
(41)
Type: Manmal i an cel | gene nutation assay
Syst em of
testing: CHO cel | s
Concentrati on: up to 10 ug/ m
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with and wi t hout
Resul t: negative
Met hod: ot her: Bionetics nethod
Year : 1961 GLP: yes
Test substance: as prescribed by 1.1 - 1.4
Sour ce: Monsant o Europe N. V. Bruxelles
(39)
Type: Manmal i an cel | gene nutation assay
Syst em of
testing: BALB/ 3T3 cel | s
Concentrati on: up to 35 ug/m
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with and wi t hout
Resul t: negative
Met hod: ot her: Bionetics nethod
Year: 1987 GLP: yes
Test substance: as prescribed by 1.1 - 1.4
Remar k: TEST CONDI Tl ONS:
cytotoxicity was observed at a 46% rate at 35 ug/nl.
Sour ce: Monsant o Europe N. V. Bruxelles
(39)
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Date: 12-COCT-2001
5. Toxicity ID: 95-31-8
Type: Manmal i an cell gene nutation assay
Syst em of
testing:
Concentrati on: 40 ny/ |
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with
Resul t:
Met hod: other: no data
Year : 1983 G.P: no data
Test substance: as prescribed by 1.1 - 1.4
Sour ce: GENERAL QUIM CA, S. A.  LANTARON COMUNI ON ( ALAVA)
(42)
Type: Manmal i an cel | gene nutation assay
Syst em of
testing:
Concentrati on: 35 ng/ |
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with
Resul t:
Met hod: other: no data
Year : 1983 G.P: no data
Test substance: as prescribed by 1.1 - 1.4
Sour ce: GENERAL QUIM CA, S. AL LANTARON COMUNI ON ( ALAVA)
(42)
Type: Mouse | ynphoma assay
Syst em of
testing: L5178Y
Concentrati on: up to 15 ug/m w thout S9 and 60 ug/mM wth S9
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with and wi t hout
Resul t: positive
Met hod: ot her: Bionetics nethod
Year: 1975 GLP: yes
Test substance: as prescribed by 1.1 - 1.4
Remar k: Negative without S9.
Sour ce: Monsant o Europe N. V. Bruxelles
(39)
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5. Toxicity

Date: 12-CCT-2001
ID: 95-31-8

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t :
Met hod:

Year:
Test subst ance:
Renar k:
Sour ce
Type:
Syst em of

testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year:
Test subst ance:
Renar k:
Sour ce
Type:
Syst em of

testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:

Test subst ance:

Sour ce

Mouse | ynphoma assay

L5178Y
up to 12.5 ug/m without S9 and 50 ug/m with S9

wi th and wi t hout

positive
ot her: Bionetics method
1975 G.P: yes

as prescribed by 1.1 - 1.4
Negative without S9.

Monsant o Europe N. V. Bruxelles
(43)
Mouse | ynphoma assay
L5178Y
up to 100 ug/ n
with and wi t hout
positive
other: SRl nethod
1978 GLP: yes
as prescribed by 1.1 - 1.4
Negative without S9.
Monsant o Europe N. V. Bruxelles
(44)
Mouse | ynphoma assay
L5178Y
up to 100 ug/ n
with and wi t hout
positive
other: SRl nethod
1978 GLP: yes
as prescribed by 1.1 - 1.4
Monsant o Europe N. V. Bruxelles
(45)
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Date: 12-COCT-2001
5. Toxicity ID: 95-31-8
Type: Yeast gene nutation assay
Syst em of
testing: S. cerevisiae strain D4
Concentrati on: up to 500 ug/plate
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with and wi t hout
Resul t: negative
Met hod: ot her: Bionetics nethod
Year : 1976 G.P: no data
Test substance: as prescribed by 1.1 - 1.4
Sour ce: Monsant o Europe N. V. Bruxelles
(38)
5.6 Genetic Toxicity "in Vivo'
5.7 Carcinogenicity
5.8 Toxicity to Reproduction
5.9 Devel oprnental Toxicity/ Teratogenicity
Speci es: r at Sex: femal e
Strain: Spr ague- Dawl ey
Route of admin.: gavage
Exposure period: days 6-15 of gestation
Frequency of
treat ment: daily
Duration of test: no
Doses: 0, 50, 150, and 500 ngy/ kg bw d
Control G oup: yes
NCAEL Maternalt.: > 500 ng/ kg bw
NCAEL Ter at ogen.: > 500 ng/ kg bw
Met hod: ot her: | RDC net hod
Year : 1978 GLP: yes
Test substance: as prescribed by 1.1 - 1.4
Resul t: 1) 50 ng/kg bw d:
no effects.
2) 150 ng/ kg bw d:
no effects.
3) 500 ng/ kg bw d:
mat er nal :
NOEL, NOAEL;
of f spring:
NOEL, NOAEL;
no effects.
Sour ce: Monsant o Europe N. V. Bruxelles
(46)
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Dat e: 12- OCT- 2001
5. Toxicity I D: 95-31-8
Speci es: ot her Sex: femal e
Strain: Leghorn

Route of admin.:
Exposure period:
Frequency of

treat nent:
Dur ati on of test:
Doses:
Control G oup:
Met hod:
Year:

Test subst ance:
Renar k:

Sour ce:

Speci es:

Strain:

Route of admin.:
Exposure period:
Frequency of

treat nent:
Dur ati on of test:
Doses:
Control G oup:
Met hod:
Year:

Test subst ance:
Renar k:

Sour ce:

5.10 O her

Rel evant

GP:

TBBS has been reported to be enbryotoxic and teratogenic in
chi ck enbryos; however, the rel evance of this systemto man
i s questionable.

Monsant o Europe N. V. Bruxelles
(47)
ot her Sex: femal e
Leghorn
GLP:

TBBS has been reported to be enbryotoxic and teratogenic in
chi ck enbryos; however, the rel evance of this systemto nman
i s questionable.

Monsant o Europe N. V. Bruxelles

(48)

I nf or mati on

5.11 Experience with Human Exposure

Renar k:

Sour ce:

There are no reports from manufacturing facilities or the
cust omer base whi ch suggest that the experinental
sensitizing potential is a problemin practice.

Monsant o Europe N. V. Bruxelles
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Date: 12-OCT-2001
6. References ID: 95-31-8

(1) Bayer AG Data
(2) Monsanto Product Specification
(3) Safety Data Sheet Bayer AG
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(5) Monsanto Study MO 92-9052
(6) Monsanto report AB-84-X128.
(7) Monsanto report AB-84-X133.
(8) Bayer AG data
(9) Monsanto report ES-78-SS28.
(10) Monsanto report ES-79-SS22
(11) Monsanto report BN 76-0173
(12) Monsanto report AB-79-0321
(13) Monsanto report AB-78-0119
(14) Monsanto report BN 78-0364
(15) Monsanto Study No. Y-73-222.
(16) Monsanto study SA-44, April 1954, Scientific Associates Lab.
(17) Monsanto study SA-85, Dec. 1954, Scientific Associates Lab.

(18) RTECS: "Registry of Toxic Effects of Chem cal Substances”
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Date: 12-CCT-2001

6. References ID: 95-31-8
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7. Ri sk Assessnent

Date: 12-CCT-2001
ID: 95-31-8

7.1 End Point Summary

7.2 Hazard Summary

7.3 Ri sk Assessnent
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Exi sting Chem cal
CAS No.

El NECS Name

El NECS No.

TSCA Name

Mol ecul ar For nul a

Producer Rel ated Part
Conpany:
Creation date:

Subst ance Rel ated Part
Conpany:
Creation date:

Meno:

Printing date:
Revi si on dat e:
Date of |ast Update:

Nunber of Pages:

Chapter (profile):
Reliability (profile):
Flags (profile):

I U C L |

ID: 95-33-0
95-33-0

D

N- cycl ohexyl benzot hi azol e- 2- sul phenam de

202-411-2

2- Benzot hi azol esul f enam de,

C13H16N2S2

10- JAN- 2000

10- JAN- 2000

Dat a for

17- OCT- 2001

17- OCT- 2001

45

Chapter: 1, 2, 3, 4,
Reliability: wthout
Fl ags: wi thout fl ag,
(DE), TA-Luft (DE),

Assessnent,

5 7

reliability,
confidenti al,

Mat eri al

N- cycl ohexyl -

1, 2, 3, 4

Saf ety Dat aset,

Directive 67/548/ EEC, SIDS

RAPA Sul f enam de Accel erators category

non confidenti al,

Ri sk

WK



1. GCeneral Information

Date: 17-CCT-2001
ID: 95-33-0

[

.0.1 CECD and Conpany | nformation

[

.0.2 Location of Production Site

[

.0.3 Identity of Recipients

1.1 General Substance |Information

Subst ance type: organi c

Physi cal status: solid

Purity: >= 96 %ww

Remar k: cooper ati ng conpani es:

Bayer Antwerpen N. V.,

Bel gi um

AKZO Chem cal s, Net herl ands

Manuf act ure Landai se de Produits Chi m ques,
Bel gi um

Monsant o Europe N. V.,

Uni royal Chemical Limted, United Ki ngdom

Sour ce: Bayer AG Leverkusen
27- MAY- 1994

1.1.0 Details on Tenpl ate

1.1.1 Spectra

1.2 Synonyns

CBS
03- JUN- 1994

N- CYCLCOHEXYL- 2- BENZOTHI AZOLESULFENAM DE
03- APR- 1992

Sant ocure accel er at or
15- OCT- 2001

1.3 Inpurities

1.4 Additives

1/ 45 -
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Date: 17-CCT-2001

1. CGeneral Information ID: 95-33-0
1.5 Quantity

1.6.1 Labelling

1.6.2 Cassification

1.7 Use Pattern

Type: type

Cat egory: Use resulting in inclusion into or onto matrix
15- OCT- 2001

Type: i ndustri al

Cat egory: Pol ymers industry

Sour ce: Bayer AG Leverkusen

26- APR- 1994

Type: use

Cat egory: Vul cani zi ng agents

Sour ce: Bayer AG Leverkusen

26- APR- 1994

1.7.1 Technol ogy Production/ Use

1.8 Cccupational Exposure Limt Val ues

1.9 Source of Exposure

1.10.1 Recommendati ons/ Precauti onary Measures
1.10.2 Enmergency Measures

1. 11 Packagi ng

1.12 Possib. of Rendering Subst. Harn ess
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CGeneral Information

Date: 17-CCT-2001
ID: 95-33-0

.13

.14,

.14,

.14,

.15

.16

.17

.18

St at ement s Concer ni ng Waste

1 Water Pollution

2 Maj or Accident Hazards

3 Air Pollution

Addi ti onal Renarks

Last Literature Search

Revi ews

Listings e.g. Chemical Inventories
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2. Physico-chenic

Date: 17-COCT-2001
al Data ID: 95-33-0

2.1 Melting Point

Val ue:
Deconposi tion:

Subl i mati on:
Met hod:

[CH=
Test subst ance:
Reliability:
Fl ag:
15- OCT- 2001
Val ue:
Sour ce
22- SEP- 2000

2.2 Boiling Point

Val ue:
Deconposi tion:
Remar k

Sour ce

18- APR- 2001

2.3 Density

Type:

Val ue:

Met hod:

Test subst ance:
Reliability:

Fl ag:
15- OCT- 2001

Type:

Val ue:

Sour ce

22- SEP- 2000

2.3.1 Ganul onetry

2.4 Vapour Pressur

Val ue:
Met hod:
Reliability:
22- SEP- 2000

93 - 100 degree C

no

no

ot her: Handbook val ue

no

other TS: purity not noted

(2) wvalid with restrictions

Data from Handbook or collection of data
Critical study for SIDS endpoi nt

(1)

< 96 degree C
Bayer AG Leverkusen

(2)

yes
n.a., product deconposes during destillation
Bayer AG Leverkusen

density

1.27 g/cnB at 25 degree C

ot her: Handbook val ue

other TS: purity not noted

(2) wvalid with restrictions

Dat a from Handbook or collection of data
Critical study for SIDS endpoi nt

(1)

relative density
1.3 g/cnB at 25 degree C
Bayer AG Leverkusen

(2)

e

< .0000004 hPa at 25 degree C
ot her (neasured)
(2) wvalid with restrictions

(3)
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2. Physico-chem cal Data

17- OCT- 2001
ID: 95-33-0

Val ue:
Sour ce
16- SEP- 1993

Val ue:
Sour ce
16- SEP- 1993

. 000000015 hPa at 20
Bayer AG Leverkusen

. 000000038 hPa at 25
Bayer AG Leverkusen

2.5 Partition Coefficient

| og Pow.
Met hod:
Year:

Reliability:

Fl ag:
15- OCT- 2001

| og Pow.
Met hod:
Year:

Reliability:

15- OCT- 2001

2.6.1 Water

Val ue:

Qualitative:

pH
Sour ce
18- APR- 2001

Val ue:

Qualitative:

pH
Sour ce
18- APR- 2001

Val ue:

Qualitative:

pH
Sour ce

Reliability:

18- APR- 2001

Sol ubi

3. 47
ot her (cal cul at ed)

degree C

degree C

(2) wvalid with restrictions
Accept ed cal cul ati on net hod

Critical study for SIDS endpoi nt

4.93
ot her (neasured)

(2) wvalid with restrictions

lity

.24 other: ppmat 21
not sol uble

5

Bayer AG Leverkusen

.32 other: ppmat 21
not sol uble

7

Bayer AG Leverkusen

.48 other: ppmat 21
not sol uble

9

Bayer AG Leverkusen

degree C

degree C

degree C

(2) wvalid with restrictions

2.6.2 Surface Tension

- 5/45 -
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(5)

(5)

(2)

(2)

(4)

(3)

(6)

(6)
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2. Physico-chem cal Data

Date: 17-CCT-2001
ID: 95-33-0

2.7 Flash Poi nt

Val ue:

Type:

Met hod:
Year:

Sour ce

16- SEP- 1993

Val ue:

Type:

Met hod:
Year:

26- SEP- 2000

168 degree C
cl osed cup
other: DI N 51758

Bayer AG Leverkusen
176.7 degree C

open cup
other: C evel and Open Cup

2.8 Auto Flammability

Val ue:
26- SEP- 2000

2.9 Flanmability

348.9 degree C

2.10 Expl osive Properties

2.11 Xidizing Properties

2.12 Additional

Renar ks

- 6/45 -
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Date: 17- OCT-2001
3. Environnmental Fate and Pat hways ID: 95-33-0

3. 1.1 Phot odegradati on

Type: air
| NDI RECT PHOTOLYSI S
Sensi ti zer: H

Conc. of sens.: 1560000 nol ecul e/ cnB
Rate constant: .00000000007949 cnB/ (nol ecul e * sec)

Degr adat i on: 50 % after 1.6 hour(s)
Met hod: other (cal culated): AOP Programversl. 89

Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt
15- OCT- 2001 (4)
Type: wat er
Li ght source: Xenon | anp

DI RECT PHOTOLYSI S
Halflife t1/2: 26 mnute(s)

Met hod:
Year : GLP:
Test substance:
Remar k: [ight T1/2=26 m nutes; Dark control T1/2=9.6 hours
Reliability: (2) wvalid with restrictions
15- OCT- 2001 (3)

3.1.2 Stability in Water

Type: abiotic
Degr adat i on: = 100 % after 24.9 hour(s)
at pH 7 and 20 degree C
Deg. Product: yes
Met hod: ot her: ABC Laboratory protocol; see TC
Year : 1984 GLP: yes
Test substance: other TS: purity = 97%
Remar k: product = benzothi azol e
Sour ce: Monsant o
Bayer AG Leverkusen
Test condition: Buf f ered dei oni zed water; no light; initial concentra-
tion =1 ng/l
Reliability: (1) wvalid without restriction

G.P study; Meets generally accepted scientific method and is
described in sufficient detail

Fl ag: Critical study for SIDS endpoi nt

15- OCT- 2001 (8)

3.1.3 Stability in Soil

3.2 Monitoring Data (Environnent)
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3.  Environnental

Date: 17- OCT-2001
Fat e and Pat hways ID: 95-33-0

3.3.1 Transport between Environnental Conpartnents

Type:
Medi a:
Air (Level 1):
Wat er (Level
Soil (Level |1
Biota (L.11/1
Soil (L.1I/11
Met hod:

Year :
Resul t:

1):
):
I):
1):

Reliability:

Fl ag:
15- OCT- 2001

3.3.2 Distribution

fugacity nodel level 111

other: air - biota - sedinent(s) - soil - water

other: EPIWN Level 11l Fugacity Mdel

1999

Media Distribution Hal f-Life Emi ssi ons Fugacity
(percent) (hr) (kg/ hr) (atm

Ar 0. 00923 3.23 1000 2.33e-013

Wat er 20.7 900 1000 7.78e-015

Soi | 78.3 900 1000 1.12e-014

Sedi ment 0. 924 3. 6e+003 0 5. 78e- 015

Persi stence Tine: 1.01e+003 hr
Reaction Ti me: 1.27e+003 hr
Advection Tine: 4. 8e+003 hr
Percent Reacted: 79
Percent Advected: 21
(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

3.4 Mode of Degradation in Actual Use

- 8/45 -
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3.  Environnental

Fat e and Pat hways

Dat e:

17- OCT- 2001
I D 95-33-0

3.5 Bi odegradation

Type:

| nocul um
Concentration:
Degr adat i on:
Resul t :

Met hod:

Year:

Test subst ance:

Renar k:
Sour ce:
Reliability:

Fl ag:
15- OCT- 2001

Type:

| nocul um
Concentration:
Degr adat i on:
Resul t:

Met hod:

Year:

Test subst ance:

Renar k:
Sour ce:

15- DEC- 1995

Type:

| nocul um

Degr adat i on:

Met hod:
Year:

Test subst ance:

27- SEP- 2000

3.6 BOD5, COD or

Renar k:
Sour ce:
05- OCT- 1993

aer obi ¢

predonm nantly domestic sewage

100 no/l
0 %after 28 day

under test conditions no biodegradati on observed
Directive 84/ 449/ EEC, C. 7

test”
1988

related to Q2-consunpti
Bayer AG Leverkusen

on

"Biotic degradation -

GP:

(1) wvalid without restriction
Meets National standards nethod
Critical study for SIDS endpoi nt

aerobi c
activated sludge, adapt

20 ng/l related to Test substance

ca. 0 %after 35 day

under test conditions no biodegradati on observed
other: Method simlar to ASTM draft

Conmi ttee E35. 24.
1979

Method is simlar in principle to Sturmtest
ul ti mat e bi odegradati on as CO2 evol ved

Monsant o
Bayer AG Leverkusen

aer obi ¢

4 %

other TS: purity = 97%

BOD5/ CCD Rati o

ThOD: 2070 ng/g
Bayer AG Leverkusen

3.7 Bi oaccumnul ati on

ed

9/ 45 -

GP:

GaP:

met hod no.

nmeasuring

nodi fied MTI

(2)

(9)

(10)

(2)



Date: 17- OCT-2001
3. Environnmental Fate and Pat hways ID: 95-33-0

3.8 Additional Remarks
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4. Ecotoxicity

Date: 17-CCT-2001
ID: 95-33-0

AQUATI C ORGANI SMS

4.1 Acute/Prolonged Toxicity to Fish

Type:
Speci es:

Exposure period:

Unit:
LCO:
Met hod:

Year:
Test subst ance:
Renar k:
Sour ce
Reliability:

15- OCT- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year:
Test subst ance:
Renar k:
Sour ce

Reliability:

Fl ag:
15- OCT- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year:
Test subst ance:
Renar k:
Sour ce

Test condition:

15- OCT- 2001

static

Brachydanio rerio (Fish, fresh water)

96 hour (s)

ng/ | Anal ytical nonitoring: no
>= 1000

other: Letale Wrkung bei m Zebr abaer bl i ng,

UBA- Ver f ahr ensvor schl ag, Mai 1984, Letale Wrkung beim
Zebr abaer bl i ng Brachydanio rerio LCO, LC50, LC100, 48-96h
1989 G.P: no

di rect wei ght

Bayer AG Leverkusen

(2) wvalid with restrictions

Meets generally accepted scientific standards,
and acceptabl e for assessnent

docunent ed

(2)

wel |

static

Pi nephal es pronel as
96 hour (s)

ng/ |

> 1000

OECD Cui de-1ine 203
1984

other TS: purity = 97%

24, 48, 96hr LC50 >1000 no/l;
Monsant o

Bayer AG Leverkusen

(1) wvalid without restriction
@GP gui del i ne study

(Fish, fresh water)

Anal ytical nonitoring: no

"Fish, Acute Toxicity Test™"
GLP: yes

wat er sol ubility=40 ng/l

Critical study for SIDS endpoi nt
(11)
static
Lepom s macrochirus (Fish, fresh water)
96 hour (s)
ng/ | Anal ytical nonitoring: no
=7.9
other: Bionom cs Lab protocol; see test conditions
1976 G.P: no data
Cl. for LC50=6.9-9.1 no/l; 24 and 48hr LC50=8.8 ng/l
Monsant o
Bayer AG Leverkusen
Carrier-acetone; 22C, length=3.8cm 15 L water; not fed;
no aeration
(12)
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4. Ecotoxicity

Date: 17-CCT-2001
ID: 95-33-0

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year:
Test subst ance:
Renar k:

Sour ce
Test condition:
15- OCT- 2001

Type:
Speci es:

Exposure period:

Unit:
Met hod:
Year:
Test subst ance:
Renar k:
Sour ce

Test condition:

15- DEC- 1995

Type:
Speci es:

Exposure period:

Unit:
Met hod:

Year:
Test subst ance:
Renar k:

Sour ce
27- SEP- 2000

static

Sal mo gairdneri (Fish, estuary, fresh water)

96 hour (s)

ng/ | Anal yti cal nonitoring: no

=54

other: Bionom cs Lab protocol; see test conditions
1976 G.P: no data
other TS: purity 97%

C.I. for ELC50=4.5-6.5; 24hr LC50>7.5<10 ng/l; 48hr LC50=
7.5 ng/l

Monsant o

Bayer AG Leverkusen

Carrier-acetone; 15 L water; 10 fish/treatnment; |ength=
2.7 cm no feed; no aeration; 12 C

fl ow t hrough

14 day

ng/ | Anal ytical nonitoring: yes

ot her: Springborn Lab protocol; see TC

1983 G.P: no data
20 % nortality at 1.0 ng/l conc. (highest tested conc.)
Monsant o

Bayer AG Leverkusen

Nount - Brungs diluter; 19L aquaria; 10 fish/rep.; flow
rate=5 tanks vol une/day; carrier-acetone; water solu-

bility < 0.48 ng/l;
water solubility

two hi ghest concentration above

static
Brachydanio rerio (Fish, fresh water)
96 hour (s)
Anal ytical nonitoring: yes
other: Letale Wrkung bei m Zebr abaer bl i ng,

UBA- Ver f ahrensvor schl ag, Mai 1984, Letale Wrkung beim
Zebr abaer bl i ng Brachydanio rerio LCO, LC50, LC100, 48-96h
1988 G.P: no

Anal yti cal nonitoring: DOC

Di e Substanz wurde in der Konzentration 1000 ng/l 2h
eluiert, abfiltriert und das Filtrat getestet.

Kei ne Schadw rkung i m Ori gi nal

DOC des Filtrats: 12 ng/l

Reliability: 2

Bayer AG Leverkusen

- 12/ 45 -
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Date: 17- OCT-2001
4. Ecotoxicity ID: 95-33-0

4.2 Acute Toxicity to Aquatic Invertebrates

Type:
Speci es: Daphni a magna (Crustacea)
Exposure period: 48 hour(s)
Unit: ng/ | Anal yti cal nonitoring: no
NCEC: =56
EC50: = 18
Met hod: CECD Gui de-line 202, part 1 "Daphnia sp., Acute
I mobi | i sation Test"
Year: 1984 GLP: yes
Test substance:
Remar k: C. 1. for EC50=14-23 ng/l; 24hr EC50=21 ny/|
Sour ce: Monsant o
Bayer AG Leverkusen
Reliability: (1) wvalid without restriction
@GP gui del i ne study
Fl ag: Critical study for SIDS endpoi nt
15- OCT- 2001 (14)
Type:
Speci es: Daphni a magna (Crustacea)
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nmonitoring: no
EC50: 18
Met hod:
Year : G.P: no data
Test substance: other TS: purity = 97%
27- SEP- 2000 (15)

4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es: Sel enast rum capri cornutum (Al gae)

Endpoi nt : bi omass

Exposure period: 96 hour(s)

Unit: ng/ | Anal yti cal nonitoring: no

EC50: =.9- 1.1

Met hod: CECD Guide-line 201 "Algae, Gowh Inhibition Test"

Year : 1984 GLP: yes

Test substance: other TS: purity = 97%

Remar k: Cl. =0.3-3.2 ng/l; in vivo chlorophyll: 24hr EC50=
3.2 ng/l, 48hr EC50=2.4 ng/l, 72hr EC50=1.2, 96hr EC50=
1.1 ng/l

Sour ce: Monsant o
Bayer AG Leverkusen

Test condition: initial cell inoculum20X3 cell/m ; 24C, 3800 | ux;
carrier-DW

Reliability: (1) wvalid without restriction
@GP gui del i ne study

Fl ag: Critical study for SIDS endpoi nt

15- OCT- 2001 (16)
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4. Ecotoxicity

Date: 17-CCT-2001
ID: 95-33-0

4.4 Toxicity to Mcroorgani sns e.g. Bacteria

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:

Year:
Test subst ance:
Renar k:

Sour ce
18- DEC- 1995

Type:
Speci es:

Exposure period:

Unit:
LC50 :
Met hod:
Year:
Test substance:
Renar k:

Sour ce

15- DEC- 1995

aquatic
activated sl udge
3 hour (s)

ng/ |

> 10000
ot her:
Sl udge,
1988

Anal yti cal nonitoring: no

Test for
| SO 8192

I nhibition of Oxygen Consunption by Activated
GLP: no

di rect weight
Reliability: 1
Bayer AG Leverkusen

(2)

soi |
96 hour (s)
Anal yti cal nonitoring:
GLP:
test result: 25 % when incorporated into nutrient
agar, noderately toxic
Monsant o

Bayer AG Leverkusen
(17)

4.5 Chronic Toxicity to Aquatic Organi snms

4.5.1 Chronic Toxicity to Fish

4.5.2 Chronic Toxicity to Aquatic Invertebrates
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Dat e:

17- OCT- 2001

4. Ecotoxicity ID: 95-33-0

TERRESTRI AL ORGANI SM5

4.6.1 Toxicity to Soil Dwelling O ganisnms

4.6.2 Toxicity to Terrestrial Plants

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Ki netics

4.9 Additional Renarks
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Date: 17-COCT-2001

5. Toxicity ID: 95-33-0
5.1 Acute Toxicity
5.1.1 Acute Oral Toxicity
Type: LD50
Speci es: r at
Strain:
Sex: mal e/ fenal e
Nurber of
Ani mal s: 5
Vehi cl e: other: corn oil
Val ue: = 5300 ng/ kg bw
Met hod: ot her
Year : 1973 GLP: no
Test substance: other TS: purity = 97%
Remar k: test conditions:
node of adm nistration: gavage
vehicle: corn oil
nunber of animals: 5 per dose levels (2M 3F, or 3M 2F)
Resul t: Dercreased appetite and activity; weakness, trenors, collapse,
| ung: hyperem a; liver: hyperem a;
gastro-intestinal tract: inflammtion
Reliability: (2) wvalid with restrictions
Meets generally accepted scientific standards, well documented
and acceptabl e for assessnent
Fl ag: Critical study for SIDS endpoi nt
15- OCT- 2001 (18) (19)
Type: LD50
Speci es: r at
Strain:
Sex:
Nurber of
Ani mal s:
Vehi cl e:
Val ue: > 5000 ng/ kg bw
Met hod: other: no data
Year : 1977 GLP: no
Test substance: ot her TS: Soxinol CZ
Remar k: 1000 ng/ kg: No nortality and no toxic synptons
2500 and 5000 ng/kg: 2/10 males and 3/10 females died 1-3
days after treatnment with 5000 ng/ kg. After 2-3 hours after
adm ni stration, irregular respiration, dyspnea,
hypersensitivity and ataxi a were observed.
Reliability: (2) wvalid with restrictions
Meets generally accepted scientific standards, well documnented
and acceptabl e for assessnent
Fl ag: Critical study for SIDS endpoi nt
15- OCT- 2001 (20)
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5. Toxicity

Date: 17-COCT-2001
ID: 95-33-0

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Renar k:
Reliability:

Fl ag:
15- OCT- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Reliability:

15- OCT- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Reliability:

15- OCT- 2001

LD50
nouse

> 8000 ny/ kg bw
ot her
G.P: no data
ot her TS: Soxinol CZ-G
nortality: 0/8; only males
(2) wvalid with restrictions
data are generally regarded as sufficient
Critical study for SIDS endpoi nt

LD50
rat

= 6850 ny/ kg bw
ot her
GLP: no
other TS: purity 96 to 98 %
(3) invalid
Reliability: 3

Remark: International Protocol Conpliance

LD50
nouse

> 4000 ny/ kg bw
other: no data
G.P: no data
other TS: no data
(4) not assignable
Reliability: 4
Remark: the test nethod is not stated

5.1.2 Acute Inhalation Toxicity

- 17/ 45 -
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Date: 17-COCT-2001

5. Toxicity ID: 95-33-0
5.1.3 Acute Dermal Toxicity
Type: LD50
Speci es: r abbi t
Strain:
Sex:
Nurber of
Ani mal s:
Vehi cl e: other: corn oil
Val ue: > 7940 ng/ kg bw
Met hod: ot her
Year : 1973 GLP: no
Test substance: other TS: purity = 97%
Remar k: nmortality: 0/3
test conditions:
vehicle: corn oil (40 % suspension of test substance)
exposure tinme: 24 h
Resul t: no |l ocal effects noted; system c: decreased appetite and
activity
Reliability: (2) wvalid with restrictions
Meets general ly accepted scientific standards, well docunented
and acceptabl e for assessnent
Fl ag: Critical study for SIDS endpoi nt
15- OCT- 2001 (24) (19)
5.1.4 Acute Toxicity, other Routes
Type: LD50
Speci es: nouse
Strain:
Sex:
Nurber of
Ani mal s:
Vehi cl e:
Route of admin.: i.p.
Val ue: > 2500 ng/ kg bw
Met hod: ot her
Year : GLP: no
Test substance: other TS: no data
Reliability: (2) wvalid with restrictions
Remark: data are generally regarded as sufficient
24- APR- 2001 (25)

- 18/45 -



5. Toxicity

Date: 17-COCT-2001
ID: 95-33-0

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of adm n.:

Val ue:
Met hod:
Year:

Test subst ance:

Reliability:

24- APR- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of admn.:

Val ue:
Met hod:
Year:

Test subst ance:

Reliability:

24- APR- 2001

LD50
nouse

i.v.
32 ng/ kg bw
other: no data
G.P: no data
other TS: no data
(4) not assignable
Reliability: 4
Remark: data are derived from papers citing other papers

(26)
LD50
nouse
other: no data
> 8000 ny/ kg bw
ot her
G.P: no data
other TS: highest purity available in gum arabic
(3) invalid
Reliability: 3
Remar k: docunentation is not sufficient for an assessnent
(27)

5.2 Corrosiveness and Irritation

5.2.1 Skin Irritation

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC cl assificat.:

Met hod:
Year:

Test subst ance:

Resul t:

rabbit

slightly irritating

not irritating

ot her: Younger Laboratories, St Louis
1973 G.P: no data
other TS: purity = 97%

test result:

EU nmean erythema score: 0.00

EU nean edenma score: 0.00
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5. Toxicity

Dat e:
| D

17- OCT- 2001
95-33-0

Test condition:

Reliability:
Fl ag:

15- OCT- 2001
Speci es:

Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC cl assificat.:

Met hod:
Year:

Test subst ance:

Resul t:

Test condition:

Reliability:
15- OCT- 2001
Speci es:

Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI I :
Resul t:

EC cl assificat.:

Met hod:
Year:

Test subst ance:

Reliability:

PI1: 0.00

ot her effects: none

healing tine: not applicable

test conditions:

node of adm nistration: not reported
exposure time: 24 hours

nunber of animals: 6

(2) wvalid with restrictions
Critical study for SIDS endpoi nt

rabbit

slightly irritating

other: Drai ze- Test

GLP: yes

(18)

other TS: as prescribed by chapter 1 in dataset of Mnsanto

test results:

EU nmean erythema score: 0.17
EU nean edenma score: 0.00
Pl1: 0.4/8

other effects: none

healing tine: 72 h

test conditions:

node of adm ni stration: occlusive
exposure tinme: 24 h

nunber of aninmals: 6

skin: intact and abraded
observation tines: 24 h, 72 h
(3) invalid

rabbit

not irritating

other: no data

G.P: no data

other TS: no data

(4) not assignable

Reliability: 4

Remark: the test nmethod is not stated
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5. Toxicity

Dat e:

17- OCT- 2001
ID: 95-33-0

15- OCT- 2001

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC cl assificat.:

Met hod:

Year:
Test subst ance:
Resul t:
Reliability:

15- OCT- 2001

5.2.2 Eye Irritati

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t :

EC cl assificat.:

Met hod:

Year:
Test subst ance:
Resul t:

Reliability:
Fl ag:
15- OCT- 2001

human

other: no data

other TS:
effect: no irri

(4)
Reliability: 4
Renar k:

on

rabbit

6

GP:

no data

tation

not assi gnabl e

slightly irritating

not irritating

OECD Cui de-1ine 405

1982

GP:

other TS: purity = 97%

test results:

EU nmean erythema score

EU nean chenos

1.7

s score: 1.1

no

the test method is not stated in detai

"Acute Eye Irritation/ Corrosion"

no

EU nmean corneal opacity score: 0.0

EU nean iritis score: 0.0

Drai ze score: 1.8/110

other effects: discharge at 1 h and 24 h
(1) wvalid without restriction

Gui del i ne st udy
Critical

- 21/45 -

study for SIDS endpoi nt

(23)

(23)
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5. Toxicity

Date: 17-COCT-2001
ID: 95-33-0

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:
EC cl assificat.:
Met hod:

Year:
Test subst ance:
Reliability:

24- APR- 2001

5.3 Sensitization

Type:
Speci es:
Concentration:
Nunber of

Ani mal s:
Vehi cl e:
Resul t:
Cl assification
Met hod:

Year:
Test subst ance:
Met hod:

Reliability:
15- OCT- 2001

Type:
Speci es:
Nunber of

Ani mal s:
Vehi cl e:
Resul t:
Cl assification
Met hod:

Year:
Test subst ance:
Resul t:
Reliability:

24- APR- 2001

rabbit

not irritating

other: 5 ng/ani nal

GLP: no
other TS: no data
(4) not assignable

Reliability: 4

Remark: the test nmethod is not stated in detai

Buehl er Test

gui nea pig

I nducti on 25 % open epi cut aneous

not sensitizing
not sensitizing
other: see renarks
GLP: yes
TS: Santocure accel erat or
a 25 %concentration of the test

ot her

i nducti on exposure: ma-

terial (in ethanol) was applied to the shaved skin of the
test animals for 6 hours, once a week, for 3 consecutive
weeks; chal |l enge exposure: the test material was admnis-

tered two weeks after the weekly applications were con-
cl uded

(1) wvalid without restriction
Remark: International Protocol Conpliance: Yes
Pat ch- Test
human
ot her
G.P: no data

other TS: 1 %in petrol atum
34/ 686 patients had a positive patch test
(2) wvalid with restrictions
Remar k: acceptabl e, well documented publication

result with CBS

- 22/ 45 -
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(29)

(30)



Date: 17-COCT-2001

5. Toxicity ID: 95-33-0
Type: Pat ch- Test
Speci es: human
Nurber of
Ani mal s:
Vehi cl e:
Resul t:
Classification:
Met hod: ot her
Year : G.P: no data
Test substance: other TS: 1 %in petrol atum
Resul t: 2/5 patients with contact dermatitis from rubber footwear
had a positive patch test result with CBS anong ot hers
Reliability: (2) wvalid with restrictions
accept abl e, well docunented publication
24- APR- 2001 (31)
Type: Pat ch- Test
Speci es: human
Nurber of
Ani mal s:
Vehi cl e:
Resul t:
Classification:
Met hod: ot her
Year : G.P: no data
Test substance: other TS: 1 %in petrol atum
Resul t: 11/ 46 patients with occupational rubber dermatitis had a
positive patch test result with CBS
Reliability: (2) wvalid with restrictions
acceptabl e, well docunmented publication
24- APR- 2001 (32)
Type: Pat ch- Test
Speci es: human
Nurber of
Ani mal s:
Vehi cl e:
Resul t:
Classification:
Met hod: ot her
Year : G.P: no data
Test substance: other TS: 1 %in petrol atum
Resul t: 1/15 thiuramsensitized patients had a positve patch test
result with CBS
Reliability: (2) wvalid with restrictions
accept abl e, well docunented publication
24- APR- 2001 (33)
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5. Toxicity

Date: 17-CCT-2001
ID: 95-33-0

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:

Year:

Test subst ance:

Met hod:

Resul t:

Reliability:
24- APR- 2001

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:

Year:

Test subst ance:

Resul t:

Test condition:

Reliability:
24- APR- 2001

Pat ch- Test
hunman

other: L. Schwartz and S. Peck, Public Health Reports, 59(17),
reprint 2552 (1944)
1944 GLP: no
other TS: as prescribed by chapter 1 in dataset of Mnsanto
test conditions:
node of application: occlusive, patch of 1.5 cmsq on upper
arm
exposure time: 24 hours for each exposure
chal | enge: 10 days after first exposure
observation tines: 24 and 48 hours after patch renoval
nunber of volunteers: 204 (94 F, 110 M, age ranging from
15 to 70 years
test results:
no positive reactions after first and second exposure
(2) wvalid with restrictions
(34)

Pat ch- Test
hunman

other: L. Schwartz and S. Peck, Public Health Reports, 59(17),
reprint 2552 (1944)
1944 G.P: no
other TS: as prescribed by chapter 1 in dataset of Mnsanto
test result:
no positive reactions on first and second exposure
test conditions:
node of adm nistration: sem -occlusive(?), 1 inch sq patch
on upper arm
exposure time: 48 hours
observation tinmes: 24, 48 and 72 hours after patch renoval
chal | enge: 10 days after first exposure
vehi cl e: none
vol unteers: 196 (100 M 96 F), age ranging from 15 to 70
years
(2) wvalid with restrictions
(35)
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Date: 17-COCT-2001

5. Toxicity ID: 95-33-0
Type: Pat ch- Test
Speci es: human
Nurber of
Ani mal s:
Vehi cl e:
Resul t:
Classification:
Met hod: ot her: Modified Shel anski
Year : GLP: no
Test substance: other TS: as prescribed by chapter 1 in dataset of Mnsanto
Met hod: test conditions:
nunber of volunteers: 51, selected fromlocal population
node of application: 0.2 g of material tested as a 70 %
suspension in petrolatumwas applied on the webril pad of a
Par ke- Davi s Readi - bandage, the patch was then applied on the
skin (occl usive dressing)
i nduction: series of 12 applications of 24 h duration each
carried during weeks 1, 2 and 3.
chal | enge: a series of 4 applications on virgin sites at
week 6
Resul t: test results:
material acted as a sensitizer in 5 out of 51 volunteers
Reliability: (2) wvalid with restrictions
24- APR- 2001 (36) (37)
Type: Pat ch- Test
Speci es: human
Nurber of
Ani mal s:
Vehi cl e:
Resul t:
Cl assification:
Met hod:
Year : G.P: no data
Test substance: other TS: no data
Remar k: Some patch tests carried out with the substance on people
suffering fromcontact dermatitis were positive
Reliability: (2) wvalid with restrictions
Remar k: acceptabl e, well docunmented publication:
Baj aj , Foussereau, Rudzki
data are generally regarded as sufficient:
Kant oh, van Dijk, Hol ness
data are used as supporting evidence:
Eri ksson, Heise
24- APR- 2001 (38) (39) (40) (41) (42) (43) (44) (45
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5. Toxicity

Date: 17-COCT-2001
ID: 95-33-0

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year:

Test subst ance:

Renar k:
Reliability:
24- APR- 2001

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year:

Test subst ance:

Resul t:

Reliability:
24- APR- 2001

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year:

Test subst ance:

Reliability:

24- APR- 2001

Pat ch- Test
human

G.P: no data
other TS: no data
One contact dermatitis patient had a negative patch test
result with CBS.
(2) wvalid with restrictions
Remar k: acceptabl e, well documented publication
(46)

ot her
hunman

GLP:
ot her TS: CBS
There are numerous reports in the literature of skin
sensitization to CBS; however, in nost cases the pa-
tients showed positive reactions to other constitu-
ents of the "mercapto m x" used for skin testing
(MBT, MBTS and MDR)
(4) not assignable
Remark: the data quality and test result cannot be eval uated
(47) (48) (49) (50) (51) (52

ot her: cl osed epi cutaneous test
gui nea pig

not sensitizing

other: induction: 0,5 M (50 ng), challenge: 0,5 Mor 0,05 M
G.P: no data
other TS: no data
(2) wvalid with restrictions
Remark: data are generally regarded as sufficient
(43)
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Date: 17-COCT-2001

5. Toxicity ID: 95-33-0
5.4 Repeated Dose Toxicity
Speci es: r at Sex: mal e/femal e
Strain: no data
Route of admin.: oral feed
Exposure period: 4 w
Frequency of
treat ment: daily
Post. obs.
peri od: no data
Doses: 100, 250, 500, 1000 or 3000 ng/ kg bw d
Control G oup: yes

NQAEL :
Met hod:
Year:

Test subst ance:

Resul t:

Reliability:

Fl ag:
15- OCT- 2001

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of
treatnent:
Post. obs.
peri od:
Doses:
Control G oup:
NOAEL:

Met hod:

Year:
Test subst ance:
Resul t:
Reliability:
Fl ag:
15- OCT- 2001

= 250 ng/ kg bw

GLP: yes
other TS: Santocure accel erator

evi dence of toxicity, as indicated by reduced body wei ght

gai ns and food consunption, was noted at the 500, 1000,
and 3000 ng/ kg bw d exposure |evels
(2) wvalid with restrictions
Remar k: No hemat ol ogy, no bl ood bi ochem stry, no
hi st opat hol ogy
Critical study for SIDS endpoi nt

r at Sex: no data
no data
i nhal ati on

4 w
6 h/d, 5 dw

no data

0. 0043, 0.0144 or 0.048 ny/l
yes

= .0144 ny/|

GLP: yes
ot her TS: Santocure accel erator
el evated clinical chem stry (SGOT) val ues were observed
in md- and high-exposure animals; mcroscopic |esions
in the conjunctiva, |ynph nodes and spl een were noted
for high-exposure group aninmals at an incidence greater
than control animals
(1) wvalid without restriction
I nternational Protocol Conpliance: Yes
Critical study for SIDS endpoi nt
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Date: 17-0CT-2001

5. Toxicity ID: 95-33-0
Speci es: r abbi t Sex: no data
Strain: no data
Route of admin.: dermal
Exposure period: 21 d
Frequency of

treat ment: daily
Post . obs.

peri od: no data
Doses: 125, 500 or 2000 ng/kg bwd
Control G oup: yes
Met hod:

Year : GLP: yes

Test subst ance:
Resul t:

Reliability:
Fl ag:

15- OCT- 2001
Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year:

Test subst ance:
Resul t:

Reliability:

24- APR- 2001

other TS: Santocure accel erator

no evidence of toxicity related to test material adm n-
istration
(1) wvalid without restriction
I nternational Protocol Conpliance: Yes
Critical study for SIDS endpoi nt
(55)

r at Sex: no data
no data
i nhal ati on
15 days
24h/ day, daily
no
300- 400 mg/ n8
no data specified

G.P: no data

other TS: no data
body wei ght gai n unchanged, in few animals slight transient
changes in the functional state of the nervous system
(4) not assignable
Remark: the test method is not stated in detail
(23)
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Date: 17-0CT-2001

5. Toxicity ID: 95-33-0

Speci es: r at Sex: no data

Strain: no data

Route of admin.: gavage

Exposure period: 24 d during a period of 5 w

Frequency of

treat ment: daily
Post. obs.
peri od: no data

Doses: 0.5 or 1.25 ng/kg bw d

Control G oup: yes

Met hod:

Year : GLP: no

Test substance: other TS: Santocure accel erator

Resul t: two females in the high-dose group and one fenale in
the | owdose group died during the experinment; a
decrease in body weight gain in the treated aninmals
and an increase in relative thyroid weights were ob-
served; no pathol ogi c changes attributable to treat-
nment were noted

Reliability: (3) invalid
I nternational protocol conpliance: no

24- APR- 2001 (22)

Speci es: r at Sex: mal e/fenmal e

Strain: other: HL.A

Route of admin.: oral unspecified

Exposure period: 5w

Frequency of

treat ment: 5d/w, daily
Post. obs.
peri od: 4d

Doses: 500 or 1250 ngy/ kg bw

Control G oup: ot her: vyes

Met hod: ot her

Year : GLP: no

Test substance: other TS: purity 96 to 98 %

Resul t: 1250 ng/ kg (fermales): increased nortality,
hyperirritability, sangui neous di scharge fromthe nouth and
nostrils; females of both dose groups: changes of the
thyroid wei ght, w thout pathol ogic changes (m croscopic
exam nat i on)

Reliability: (3) invalid
I nternational protocol conpliance: no

24- APR- 2001 (22)

- 29/45 -



5. Toxicity

Date: 17-COCT-2001
ID: 95-33-0

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year:

Test subst ance:
Remar k

Resul t :
Reliability:
24- APR- 2001
Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year:

Test subst ance:
Resul t:
Reliability:

24- APR- 2001

nouse Sex: nmal e/femal e
ot her: ddy/Slc

oral feed

3 nont hs

daily

no

0, 0.04, 0.2, 1.0 %
yes, concurrent no treatnment
ot her

G.P: no data
ot her TS: Soxinol CZ-G
English Translation of an Infornal
figures and tables
no nortality is reported; reduced body wei ght gain (1% dose
group); no dose despended changes of hematol ogi cal/
bi ochem cal parameters and organ wei ghts; no
hi st opat hol ogi cal exam nati ons reported
(3) invalid
Remar k: docunentation is not sufficient for an assessnent

(21)

Japanese report with

rabbit Sex:
no data

oral unspecified

3,5 nonths

no data

every second day for the first 1,5 nonths followed by daily

dosi ng
no
20 ng/ kg bw

ot her: vyes

GLP:
no particul ar synptons
(4) not assignable

Remark: the test nmethod is not stated in detai
(23)
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Date: 17-COCT-2001

5. Toxicity ID: 95-33-0
5.5 Genetic Toxicity "in Vitro'
Type: Ames test
Syst em of

testing: no data
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c

activation: with and wi t hout
Resul t: negative
Met hod: ot her:

Year : GLP: no
Test substance: other TS: Santocure accel erator
Reliability: (2) wvalid with restrictions
Remark: International Protocol Conpliance: +/- Yes

Fl ag: Critical study for SIDS endpoi nt
17- OCT- 2001 (56)
Type: Mouse | ynphoma assay
Syst em of

testing: L5178Y nouse | ynphonma assay

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year:

Test subst ance:

Renar k:

Reliability:
Fl ag:
15- OCT- 2001

0.078 ug/m to 40 ug/m

wi th and wi t hout

negative
other: Litton Bionetics nethod
1979 GP: no

other TS: purity = 97%
test conditions:
solubility in medium precipitation at 78 ug/m and hi gher
cytotoxicity:
- S9:
no survivors at 39 ug/m, 5 7%to 13.3%relative growh for
t he concentration range from15 to 30 ug/m
+S9:
no survivors at 80 ug/m, 75.2%relative growth at 40 ug/nm,
toxicity was noderate to high in 0.313 to 20 ug/n
concentration range
(2) wvalid with restrictions
Critical study for SIDS endpoi nt

(57)

- 31/45 -



5. Toxicity

Date: 17-COCT-2001
ID: 95-33-0

Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year:
Test subst ance:
Reliability:
15- OCT- 2001
Type:
Syst em of

testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year:
Test subst ance:
Reliability:
24- APR- 2001
Type:
Syst em of

testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year:
Test subst ance:
Reliability:
24- APR- 2001

Anes test

Sal monel | a typhi murium TA 1535, TA 1537, TA 1538, TA 98,
100

0.1 - 500 ug/plate

wi th and wi t hout

negative
other: no data

G.P: no
other TS: no data

(3) invalid
Remark: data are derived fromreviews

Anmes test

no data
no data

no data
negative
other: no data
G.P: no data
other TS: no data
(4) not assignable
Remark: data are derived from papers citing other papers

see Rannug et al. (1984)

Anmes test

TA 100, TA 98
no data

wi th and wi t hout
negative
other: no data
G.P: no data
other TS: no data
(4) not assignable

Remark: data are derived form abstracts
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5. Toxicity

Date: 17-COCT-2001
ID: 95-33-0

Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year:
Test subst ance:
Reliability:
24- APR- 2001
Type:
Syst em of

testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year:
Test subst ance:
Reliability:
24- APR- 2001
Type:
Syst em of

testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year:
Test subst ance:
Reliability:
24- APR- 2001

Anmes test
Sal monel I a typhi murium TA 98, TA 100, TA 1535, TA 1537, TA

1538
10- 3000 ug/pl ate

wi th and wi t hout

negative
other: no data
1981 G.P: no data

other TS: Soxinol CZ

(4) not assignable

Remark: the data quality and test result cannot be eval uated
(61)

Anmes test

Sal monel | a typhi murium TA 1535, TA 1537, TA 1538, TA 98, TA
100
0 - 150 ug/plate (-S9); 0 - 200 ug/plate (+S9)

with and wi t hout
negative
other: no data

G.P: no data
other TS: technical purity
(2) wvalid with restrictions
Remar k: acceptabl e, well documented publication

(62)

Yeast gene mutation assay

Saccharomyces cerevi si ae
0.1 - 500 ug/plate

wi th and wi t hout
negative
other: no data

G.P: no
other TS: no data
(3) invalid
Remark: data are derived fromreviews

(58)
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Date: 17-COCT-2001

5. Toxicity ID: 95-33-0

5.6 Genetic Toxicity "in Vivo'

Type: ot her

Speci es: r at Sex: mal e/femal e
Strain:

Rout e of adm n.:
Exposure period:
Doses:
Resul t:
Met hod:

Year:
Test subst ance:
Remar k

Resul t:
Reliability:
24- APR- 2001

oral unspecified
twice (1st, 3rd day of oestrus)
2000 ng/ kg bw

ot her

G.P: no data
other TS: Santocure
i nconpl ete and i nexact data on study design
No i ncreased postinplantation enbryonic nortality (= "index
of mutagenicity").
(3) invalid
Remark: unsuitable test system

(63)

5.7 Carcinogenicity

Speci es:
Strain:
Rout e of adm n.:
Exposure period:
Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year:

Test subst ance:
Remar k

Resul t:
Reliability:
17- CCT- 2001

nouse Sex: nmal e/femal e
ot her: B6C3F1 and B6AKF1
oral unspecified

18 nont hs
daily

no

see renarks
negati ve

ot her: vyes
ot her

GLP: no
ot her TS: Durax
dose: 7th to 28th day of age: 215 ng/kg bw d by stonmach
tube, thereafter adm nistration of 692 ng/kg diet
(app-: 99 ny/ kg bw d)
no i ncreased tunor incidence
(2) wvalid with restrictions
Remar k: devi ati ons from standard gui delines are acceptabl e
with regard to the creation date of the study
(64) (65)
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5. Toxicity

Date: 17-COCT-2001
ID: 95-33-0

Speci es:

Strain:

Route of admin.:
Exposure period:
Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year:

Test subst ance:
Resul t:
Reliability:

17- OCT- 2001

nouse Sex: nmal e/femal e
ot her: B6C3F1 and B6AKF1
S. C.
1d
once
18 nont hs
1000 ny/ kg bw
negative
ot her: yes
ot her
G.P: no
other TS: Durax

no i ncreased tunor incidence
(2) wvalid with restrictions
Remar k: devi ati ons from standard gui delines are acceptabl e
with regard to the creation date of the study
(64)

5.8 Toxicity to Reproduction

Type:

Speci es:

Strain:

Route of admin.:

Exposure Peri od:

Frequency of
treatnent:

Durati on of test:

Doses:
Control G oup:
NQAEL Par ental :

NCAEL F1 O fspr.:

Met hod:

Year:
Test subst ance:
Resul t:

Fl ag:
24- APR- 2001

Fertility
r at Sex: fennl e
oral feed

day 0-20 of gestation
daily

0, 0.001% 0.1% and 0.5%
yes

.01 %
1 %

0.01%

GP:

Average daily intakes were 0, 0.7, 7.1, 69.6 and 288.8 ny/ kg
respectively. Significantly | ower maternal body wei ght

gai n, food consunption and fetal body weight nmeans were
noted in the 0.5%group. Maternal body wei ght gains were
significantly reduced in the 0.1%group. There were NO
significant conpound-related effects on pre- and

post-inplantation | osses, the nunber and ratio of live to
dead fetuses, or terata.
Critical study for SIDS endpoi nt

(66)
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Date: 17-COCT-2001

5. Toxicity ID: 95-33-0
Type: ot her

Speci es: r at Sex: femal e
Strain: no data

Route of admin.: oral unspecified

Exposure Period: daily

Frequency of
treatnent:

Duration of test:

Doses:

Control G oup:

NQAEL Parental :
Met hod:

Year:
Test subst ance:
Renar k:
Resul t:
Reliability:
24- APR- 2001

5.9 Devel opnent al

Speci es:
Strain:
Rout e of admn.:
Exposure period:
Frequency of
treat nent:

Dur ati on of test:
Doses:
Control G oup:
NOAEL Maternal t.:
NOAEL Ter at ogen. :
Met hod:

Year:
Test subst ance:
Renar k:

Reliability:
Fl ag:
17- OCT- 2001

1st to 3rd day of estrus

2000 ng/ kg bw' d
yes
2000 ng/ kg bw
ot her
G.P: no data
other TS: Santocur

post observation period: up to the 19th day of pregnancy

| ower ed wei ght of fetuses, no change in fertility, no
vi si bl e signs of poisoning in dans

(3) invalid

Remark: unsuitable test system

Toxi city/ Teratogenicity

r at Sex: fennl e
other: Charles river COBS CD

gavage

6th to 15th day of pregnancy

dai |y

100, 300, 500, 900 my/ kg bw d
yes
= 100 ng/ kg bw
= 500 ng/ kg bw
CECD Guide-line 414 "Teratogenicity"
1981 GLP: yes
other TS: N-cycl ohexyl -2-benzot hi azole; purity = 97%
1) 100 ng/ kg bw
NOEL
2) 300 ng/ kg bw
mat er nal : body wei ght gain, decr.
3) 500 ngy/ kg bw
mat er nal : al opeci a; body wei ght gain, decr.;
body wei ght, decr.
of fspring: fetus, weight, decr.;
NCEl , teratogenic effects
4) 900 ng/ kg bw:
mat ernal : excessive toxicity; death
(1) wvalid without restriction
G.P Cuideline study
Critical study for SIDS endpoi nt
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Date: 17- OCT-2001
5. Toxicity ID: 95-33-0
Speci es: r at Sex: femal e
Strain: other: Institute's own breeding colony (Inp: DAK)

Route of admin.:

Exposure period:

Frequency of
treat nent:

Dur ati on of test:

Doses:

Control G oup:

NOAEL Maternalt. :
NOAEL Ter at ogen. :

Met hod:

Year:
Test subst ance:
Resul t:

24- APR- 2001

Speci es:

Strain:

Route of admin.:

Exposure period:

Frequency of
treat nent:

Dur ati on of test:

Doses:

Control G oup:

NOAEL Maternalt. :
NOAEL Ter at ogen. :

Met hod:
Year:
Test subst ance:
Renar k:
Resul t:

Reliability:

24- APR- 2001

gavage
days 6 to 15 of gestation

once a day
day 20 of gestation
50, 150 and 450 ng/ kg
yes, concurrent vehicle
150 ng/ kg bw
50 ng/ kg bw
ot her
G.P: no data
450 ng/ kg: decreased body wei ght gain, increased relative
ki dney wei ghts, decreased absol ute spl een weights of the
danms; 150 and 450 ng/ kg: dose dependent increased nunber of
fetuses with internal hydrocephal us; the nunber of fetuses

wi th enl arged cerebral ventricles and/or renal pelvis was
not dose dependendent increased
(68)

r at Sex: femal e
W st ar
oral feed
day 0 to day 20 of pregnancy
daily
0.7; 7.1, 69.6 or 288.8 ng/kg bwd
yes
69. 6 ng/ kg bw
288. 8 ng/ kg bw
ot her

G.P: no data
other TS: Soxinol CZ-G 99 % pure
dose: 0.001; 0.01; 0.1 or 0.5 %in the diet
except reduced food consunption, |owered weight of fetuses

and of the placentae in the highest dosage group no sings
of toxicity in any group; no enbryotoxic or teratogenic
effects
(2) wvalid with restrictions
Remar k: acceptabl e, well documented publication
(69)
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Date: 17-COCT-2001

5. Toxicity ID: 95-33-0
Speci es: r at Sex: femal e
Strain:

Route of admin.:

Exposure period:

Frequency of
treat nent:

Dur ati on of test:

Doses:
Control G oup:

NOAEL Maternalt. :
NOAEL Ter at ogen. :

Met hod:

Year:
Test subst ance:
Resul t:

24- APR- 2001

Speci es:

Strain:

Route of admin.:

Exposure period:

Frequency of
treat nent:

Dur ati on of test:

Doses:
Control G oup:
Met hod:

Year:
Test subst ance:
Renar k:

Resul t:
Reliability:
24- APR- 2001

oral feed
days 6-15 of gestation

0, 100, 300, or 500 ny/kg
yes

300 nyg/ kg bw

300 nyg/ kg bw

GLP:
other TS: N-cycl ohexyl -2-benzot hi azole; purity = 97%
Fetal body wei ght neans and maternal body wei ght gains were
significantly reduced in the high dosage groups.
Mat ernal general toxicity: None bel ow 300 ngy/ kg
Foetal data: No effects bel ow 300 ng/ kg
(70)

r at Sex: fenual e
no data

oral unspecified

daily

4th to 11th day of pregnancy

2000 ng/ kg bw' d
ot her: yes
ot her

G.P: no data
ot her TS: Santocur
post exposure period: up to the 19th day of pregnancy
| ower ed wei ght of fetuses, increased enbryonic nortality,
no visible signs of poisoning in danms, increased
posti npl antation enbryonic nortality
(3) invalid
Remark: unsuitable test system

(63)
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Date: 17- OCT-2001
5. Toxicity ID: 95-33-0
Speci es: ot her Sex: no data
Strain:

Route of admin.:
Exposure period:
Frequency of

treat nent:
Dur ati on of test:
Doses:
Control G oup:
Met hod:
Year:

Test subst ance:
Renar k:

GP:

The substance was injected into the heart of 3-day chicken
enbr yos

Resul t: sone nal f or mati ons

Reliability: (3) invalid
Remar k: test method not validated

24- APR- 2001 (71)

Speci es: ot her Sex: no data

Strain:

Route of admin.:

Exposure period:

Frequency of

treatnent:

Duration of test:

Doses:

Control G oup:

Met hod:

Year : GLP:

Test substance:

Remar k: 3-day ol d chicken enbryos recei ved a maxi num dose of
1 nole/egg (injected into the air-chanber); the re-
| evance of this test systemin relation to mammual s
remai ns questi onabl e

Resul t: 13 % mal f ormed enbryos

Reliability: (3) invalid
Remar k: test method not validated

24- APR- 2001 (72)

5.10 G her Relevant Information

Type: Met abol i sm

Remar k: About 92% of the administred radioactivity was recovered
fromurin and feces within 3 days after adm nistration of
14C- N- cycl ohexyl - 2- benzot hi azol - sul fenani de. No specific
organ affinity was observed. Metabolites were cyclo-
hexyl am ne and 2- ner capt obenzot hi azol e.
Reliablity: 2
Remark: data are generally regarded as sufficient

Sour ce: Bayer AG Leverkusen

24- NOV- 1995 (73)
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5. Toxicity

Date: 17-COCT-2001
ID: 95-33-0

Type:
Renar k:

Sour ce

23- APR- 1996

Type:
Renar k:

Sour ce
24- NOV- 1995

Type:
Remar k

Sour ce
25- APR- 1996

5.11 Experience w

Remar k

Sour ce

26- APR- 1996

ot her
in a 4-week conmedogenicity (acnegenicity) assay,
Sant ocure vul cani zati on accel erator was applied to
the inner surface of rabbit ears 5 days per week at
concentrations of 0.01, 0.1 or 10 %in chloroform
no production of conmedones was observed after repea-
ted treatnent
Reliability: 3 GP: No
Remark: International Protocol Conpliance: No
Monsant o
Bayer AG Leverkusen

(74)

ot her
Reliability: 2
Remar k: acceptabl e, well documented publication
when MBT, MBTS, MMBT and CBS (= nercapto mx patch testing
standard) were dissolved in petrolatumor in buffer of
physil ol ogi cal pH, they were mainly converted into the redox
pai r MBT and MBTS
Bayer AG Leverkusen

(75)

ot her: netabol i sm phar macoki neti cs

A single oral dose of 250 ng 14C- CBS/rat (3m

ca. 47%radioactivity in urine and 45 %in faeces
(total recovery after 3 days=92%

2h after administration no other netabolite than MBTS (65%
was observed in the stonach

Incubation with artifical gastric juice:
Transformation to MBT and MBTS

Reliability: 3

Remar k: poor or deficient study design

Bayer AG Leverkusen

(76)
th Human Exposure
Cccupati onal exposure to Santocure has been reported
to cause irritation to the eyes, skin and upper re-
spiratory tract
Reliability: 2
Monsant o
Bayer AG Leverkusen
(77)
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7. Ri sk Assessnent

Date: 17-CCT-2001
ID: 95-33-0

7.1 End Point Summary

7.2 Hazard Summary

7.3 Ri sk Assessnent
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Exi sting Chem cal
CAS No.

El NECS Name

El NECS No.

TSCA Name

Mol ecul ar For nul a

Producer Rel ated Part
Conpany:
Creation date:

Subst ance Rel ated Part
Conpany:
Creation date:

Meno:

Printing date:
Revi si on dat e:
Date of |ast Update:

Nunber of Pages:

Chapter (profile):
Reliability (profile):
Flags (profile):

I U C L |

D 102-77-2
102-77-2

D

2- (nor phol i not hi 0) benzot hi azol e

203- 052-4
Mor phol i ne,
Cl1H12N20S2

15-JUL- 1999

15-JUL- 1999

4- (2- benzot hi azol yl t hi 0) -

Rubber and Pl astic Additives (RAPA) HPV Panel

15- OCT- 2001

15- OCT- 2001

60

Chapter: 1, 2, 3, 4,
Reliability: wthout
Fl ags: wi thout fl ag,
(DE), TA-Luft (DE),

Assessnent,

5 7
reliability,
confidenti al,
Mat eri al

Saf ety Dat aset,
Directive 67/548/ EEC, SIDS

1, 2, 3, 4
non confidenti al,
Ri sk

WK



1. Ceneral

| nf or mati on

Date: 15-CCT-2001
D 102-77-2

1.0.1 CECD and Conpany I nfornmation

Type:
Narme:

Street:
Town:
Country:
Phone:
Tel ef ax:

12- OCT- 2001

Type:
Nane:
Country:

12- OCT- 2001

Type:
Nane:
Country:

12- OCT- 2001

Type:
Nane:
Country:

12- OCT- 2001

Type:
Nane:
Country:

12- OCT- 2001

Type:
Nane:
Country:

12- OCT- 2001

Type:
Nane:
Country:

12- OCT- 2001

Type:
Nane:
Country:

12- OCT- 2001

| ead organisation

American Chem stry Council (fornmerly Chem cal Manufacturers
Associ ation) Rubber and Plastic Additives (RAPA) HPV Pane
1300 W son Boul evard

22209 Arlington, VA

United States

703-741- 5600

703-741-6091

cooperati ng conpany
Bayer Corporation
United States

cooperating conpany
Ci ba Specialty Chem cal s Corporation
United States

cooperati ng conpany
Cronpt on Cor poration
United States

cooperati ng conpany
Fl exsys America L.P.
United States

cooperati ng conpany
Noveon, Inc (formerly BF Goodrich)
United States

cooperati ng conpany
R T. Vanderbilt Conpany, Inc.
United States

cooperating conpany
The Goodyear Tire & Rubber Conpany
United States
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Date: 15-CCT-2001

1. CGeneral Information ID: 102-77-2
Type: cooperati ng conpany

Nane: The Lubrizol Corporation

Country: United States

12- OCT- 2001

Type: cooperati ng conpany

Nane: uoP, LLC.

Country: United States

12- OCT- 2001

1.0.2 Location of Production Site

1.0.3 ldentity of Recipients

1.1 General Substance |Information

Subst ance type: organi c
Physi cal status: solid
Purity: > 93 %ww
20- OCT- 1999

1.1.0 Details on Tenpl ate

1.1.1 Spectra

1.2 Synonyns

2- nor phol i not hi o- benzot hi azol e
20- OCT- 1999

N- oxydi et hyl ene- 2- benzot hi azol esul f enam de
20- OCT- 1999
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Date: 15-CCT-2001

1. GCeneral Information ID: 102-77-2

1.3 Inpurities

CAS- No:

El NECS- No:
El NECS- Nane:
Cont ent s:
Remar k

20- OCT- 1999

1.4 Additives

1.5 Quantity

1.6.1 Labelling

1.6.2 Classificati

1.7 Use Pattern

Type:
Cat egory:
20- OCT- 1999

Type:
Cat egory:
20- OCT- 1999

Type:
Cat egory:
20- OCT- 1999

110-91-8

203-815-1

nmor phol i ne

< .4 %ww

ot hers: disul phides and sulfonic acid derivatives of
nmer capt obenzot hi azol e, di mer capt obenzot hi azol e, and
met hyl mer capt obenzot hi azole < 6%

on

type
Use resulting in inclusion into or onto matrix

i ndustri al
Pol ymers industry

use
Vul cani zi ng agents

1.7.1 Technol ogy Production/ Use

1.8 Cccupational Exposure Limt Val ues

1.9 Source of Exposure
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CGeneral Information

Date: 15-CCT-2001
D 102-77-2

.10.1 Recommendat i ons/ Precauti onary Measures

. 10.

11

.12

.13

.14,

.14,

.14,

.15

.16

.17

.18

2 Emergency Measures

Packagi ng

Possi b. of Rendering Subst. Harnl ess

St at ement s Concer ni ng Waste

1 Water Pollution

2 Maj or Accident Hazards

3 Air Pollution

Addi ti onal Renarks

Last Literature Search

Revi ews

Listings e.g. Chemical Inventories
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Dat e: 15-COCT-2001

2. Physico-chem cal Data D 102-77-2

2.1 Melting Point

Val ue:
Met hod:
Year:
[CH=
Test subst ance:
Resul t :

Reliability:
Fl ag:

15- CCT- 2001
Val ue:

29- SEP- 2000
Val ue:

24- APR- 2001
Val ue:

29- SEP- 2000

2.2 Boiling Point

Val ue:
Met hod:

Year:

a.p:

Test subst ance:
Reliability:
Fl ag:
15- OCT- 2001
Val ue:
Deconposi tion:
Fl ag:
15- OCT- 2001
2.3 Density
Type:
Val ue:
24- APR- 2001

2.3.1 Ganul onetry

150. 7 degree C

other: MPBPWN (v1.31)

1999

no

other TS: nol ecul ar structure

Melting Point: 308.70 deg C (Adapted Joback Method)

Melting Point: 111.17 deg C (Gold and Ogl e Met hod)

Mean Melt Pt : 209.94 deg C (Joback; Cold, gl e Met hods)
Selected MP: 150.68 deg C (Wi ghted Val ue)

(2) wvalid with restrictions

Accept ed cal cul ati on net hod

Critical study for SIDS endpoi nt

75 - 90 degree C

> 78 degree C

79 degree C

385.1 degree C

other: MPBPWN (v1.31) Adapted Stein and Brown Met hod
1999

no

other TS: nol ecul ar structure

(2) wvalid with restrictions

Accept ed cal cul ati on net hod

Critical study for SIDS endpoi nt

yes
Critical study for SIDS endpoi nt

relative density
1.35 g/cnB at 20 degree C

(1)

(2)

(3)

(4)

(1)

(3)

(3) (4)
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2. Physico-chem cal Data

Date: 15-CCT-2001
D 102-77-2

2.4 Vapour Pressure

Val ue:
Met hod:
Year:
[CH=
Test subst ance:
Resul t :

Reliability:
Fl ag:

15- CCT- 2001
Val ue:

24- APR- 2001
Val ue:

24- APR- 2001

. 000001346 hPa at 25 degree C
other (calculated): MPBPWN (v1.31)
1999
no
other TS: nol ecul ar structure
Vapor Pressure Estimations (25 deg O):
(Using BP: 385.05 deg C (estimted))
(Using MP: 150.68 deg C (estimted))
VP: 2. 79E-007 mm Hg (Antoi ne Met hod)
VP:  1.01E-006 mm Hg (Modified Gain Method)
VP:  2.22E-006 mm Hg (Mackay Met hod)
Selected VP: 1.01E-006 mm Hg (Modified G ain Mthod)
(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

(1)

. 0000023 hPa at 20 degree C
(3)

. 0000045 hPa at 25 degree C
(3)

2.5 Partition Coefficient

| og Pow.
Met hod:
Year:
a.p:
Test subst ance:
Reliability:

Fl ag:
15- OCT- 2001

| og Pow.
Met hod:
Year:
Test subst ance:
Renar k:
Fl ag:
15- OCT- 2001

1. 025 at 25 degree C

ot her (cal cul ated): KOMVYN Program (v1.65)
1999

no

other TS: nol ecul ar structure

(2) wvalid with restrictions

Accept ed cal cul ati on net hod

Critical study for SIDS endpoi nt

(1)
3.49

other TS: Santocure MOR Accel ertor
Pow. 3100
Critical study for SIDS endpoi nt

(5)
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Dat e: 15- OCT- 2001
2. Physico-chem cal Data D 102-77-2

2.6.1 Water Solubility

Val ue: 3061 ng/l at 25 degree C
Met hod: ot her: WBKOW (v1. 36)
Year : 1999
GLP: no
Test subst ance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
15- OCT- 2001 (1)
Val ue: 32 other: ppm
Qualitative: not sol uble
Test subst ance: other TS: Sanatocure MOR Accel erator
15- OCT- 2001 (6)

2.6.2 Surface Tension

2.7 Flash Poi nt

Val ue: 188 degree C
Type: open cup
Met hod: other: DIN 51584
Year :
24- APR- 2001 (3)

2.8 Auto Flanmmability

2.9 Flanmability

2.10 Expl osive Properties

2.11 Xidizing Properties

2.12 Additional Renarks
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3.  Environnental

Dat e: 15- OCT- 2001
Fat e and Pat hways D 102-77-2

3. 1.1 Phot odegradati on

Type:

air

I NDI RECT PHOTOLYSI S

Sensi ti zer:
Conc. of sens.:
Rat e constant:
Degr adat i on:
Deg. Product:
Met hod:
Year:
Test subst ance:
Reliability:

Fl ag:
15- OCT- 2001

Type:

Li ght source
Spectr. of subst.:
Conc. of subst.:
DI RECT PHOTOLYSI S

Halflife t1/2:

Degr adat i on:
Met hod:

Year :

Test subst ance:
Renar k:

Reliability:
Fl ag:
24- APR- 2001

oH

156000 nol ecul e/ cnB

. 0000000001199482 cnB/ (ol ecul e * sec)
50 % after 1.1 hour(s)

not neasured

ot her (cal cul ated): ACP Program (v1.389)
1999 G.P: no
other TS: nol ecul ar structure

(2) wvalid with restrictions

Accept ed cal cul ati on net hod

Critical study for SIDS endpoi nt

(1)

wat er

Sun | i ght

| anbda (max, >295nn): 300 nm
1.006 ng/l at 26 degree C

1 hour (s)

97 % after 4 hour(s)

ot her (neasured): Method simlar to ASTMdraft methd No. 6,
ASTM E35. 24 Subcommi ttee Aqueous Photol ysis Task G oup
1980 G.P: no data

other TS: Santocure MOR

Dark control recovery was 97 %at 4 hours while Santocurs
MOR values at 0, 1, 2, 3 and 4 hours were 100 % 45 % 15 %
8 %and 3 % respectively.

(2) wvalid with restrictions

Critical study for SIDS endpoi nt

(7)
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Dat e: 15- OCT- 2001
3. Environnmental Fate and Pat hways D 102-77-2

3.1.2 Stability in Water

Type: abiotic
Degr adat i on: 24 % after 25 hour (s)
at pH 7
Met hod: other: Hydrolysis in pH buffered di oni zed wat er
Year : 1984 GLP: yes
Test substance: ot her TS: Santocure MOR
Remar k: Primary purpose of this study was to identify hydrol ysis by

products. After 7 days of exposure to pH 7 water the
followi ng by products were determined to be present in the
percentages listed in parenthesis: benzothiazole (64 %,
nmer capt obenzot hi azole (21 %, unknown with proposed
conposition of Cl1HI4S2N2Q2 (15 % proposed structure shown
bel ow and norpholine (% not listed). Hydrolysis was conplete
after 7 days at pH 7.

Reliability: (1) wvalid without restriction
@GP study; Meets generally accepted scientific method and is
described in sufficient detail

Fl ag: Critical study for SIDS endpoi nt

15- OCT- 2001 (8)

3.1.3 Stability in Soil

3.2 Monitoring Data (Environnment)

3.3.1 Transport between Environnental Conpartnents

Type: fugacity nodel level 111

Medi a: other: air, watr, soil, sedinent

Air (Level 1):

Water (Level 1):

Soil (Level 1):

Biota (L.II/111):

Soil (L.1L/111):

Met hod: other: (calculation) EPIWN Level 1l Fugacity Mdel

Year : 1999
Resul t: Medi a Distribution Hal f-Life Em ssions Fugacity
(percent) (hr) (kg/ hr) (atm

Air 9. 47e- 005 2.14 1000 2.15e-015
\\at er 44. 6 900 1000 1.19e-016
Soi | 55.3 900 1000 4. 06e-015
Sedi mrent 0. 0904 3. 6e+003 0 1. 09e- 016

Persi stence Tine: 823 hr

Reaction Ti me: 1. 3e+003 hr

Advection Tine: 2. 24e+003 hr

Percent Reacted: 63.3

Percent Advected: 36.7
Reliability: (2) wvalid with restrictions
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Dat e: 15-COCT-2001

3. Environnmental Fate and Pat hways D 102-77-2
Fl ag: Critical study for SIDS endpoi nt
15- OCT- 2001 (1)

3.3.2 Distribution

3.4 Mode of Degradation in Actual Use

3.5 Bi odegradation

Type: aer obi c

| nocul um predonm nantly domestic sewage

Concentrati on: 100 ng/l related to COD (Chem cal Oxygen Denand)

Degr adat i on: 0 %after 28 day

Met hod: Directive 84/449/EEC, C.7 "Biotic degradation - nodified MTI
test"”

Year : 1988 GLP: no

Test substance: other TS: 2-norpholinothio-benzothiazole; purity > 93%

Reliability: (1) wvalid without restriction
Meets National standards nethod

Fl ag: Critical study for SIDS endpoi nt

15- OCT- 2001 (3)

3.6 BOD5, COD or BOD5/COD Ratio

Remar k: ThCD: 1880 ny/g
24- APR- 2001 (3)

3.7 Bioaccunul ati on
Speci es: ot her

Exposure period:
Concentrati on:

BCF: 1.23
El i m nati on:
Met hod: ot her: BCF Program (v2.13)
Year: 1999 G.P: no
Test subst ance: other TS: nol ecul ar structure
Resul t: Log Kow (estimated) : 1.02

Log Kow (experinental): not avail able from database
Log Kow used by BCF estimates: 1.02

Equati on Used to Make BCF esti nate:
Log BCF = 0.77 log Kow - 0.70

Estimated Log BCF = 0.089 (BCF = 1.227)
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
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Dat e: 15- OCT- 2001
3. Environnmental Fate and Pat hways D 102-77-2

15- OCT- 2001 (1)

3.8 Additional Remarks
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4. Ecotoxicity

Dat e: 15-COCT-2001
D 102-77-2

AQUATI C ORGANI SMS

4.1 Acute/Prolonged Toxicity to Fish

Type:
Speci es:

Exposure period:

Unit:
NCEC.:
LC50:
Met hod:
Year:
Test subst ance:
Renar k:

Test condition:
Reliability:

Fl ag:
15- OCT- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:

Year:
Test subst ance:
Resul t:
Test condition:

Reliability:
Fl ag:
15- OCT- 2001

static

Pi nephal es pronel as
96 hour (s)

ng/ |

=1

= 3.5

OECD Cui de-1ine 203
1984

ot her TS: Santocure MOR

Cl. for 96 h LC50 = 2.7-4.4 ny/|;
ng/ |

length = 25.8 mm weight = 0.26 ¢
(1) wvalid without restriction
@GP gui del i ne study

Critical study for SIDS endpoi nt

(Fish, fresh water)

Anal yti cal nonitoring: no

"Fish, Acute Toxicity Test™"
GLP: yes

24 and 48 h LC50 = 4.0

(9)

Lepom s macrochirus (Fish, fresh water)
96 hour (s)

Anal ytical nonitoring: yes
11.5
other: Standard Methods for the Exam nation of Water and
Wastewater, 13th ed., Anerican Public Health Associ ation
1971 G.P: no data
other TS: Del ac MOR

LC50 (96 hrs) = 11.5 ppm
The fish (1-3 inches in length) were obtained froma state
licensed commercial fish hatchery and were retained for at
| east 10 days before use. The dilution water was natura
pond water with a hardness expressed as 44 ppm CaC33. A
saturated aqueous extract (SAE) was made by all owi ng the
material to sit in distilled water after vigorous shaking
for at |least 24 hours. The SAE was filtered and then
tested. Al tests were conducted at roomtenperature (22
degrees C), pH 6.5-8.5 and all DO s renmai ned above 4ng/| at
all times during a test.
(1) wvalid without restriction
Meets National standards nmethod (AFNOR/ DI N)
Critical study for SIDS endpoi nt

(10)
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Date: 15-CCT-2001

4. Ecotoxicity D 102-77-2

Type: ot her: cal cul ation

Speci es: other: Fish

Exposure period: 96 hour(s)

Unit: ng/ | Anal yti cal nonitoring: no

LC50: 1560. 288

Met hod: ot her: ECCSAR vO0. 99e

Year : 1999 GLP: no

Test substance: other TS: nol ecul ar structure

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod

15- OCT- 2001 (1)

Type: ot her: cal cul ation

Speci es: other: Saltwater Fish

Exposure period: 96 hour(s)

Unit: ng/ | Anal ytical nmonitoring: no

LC50: 222.538

Met hod: ot her: ECCSAR vO0. 99e

Year : 1999 GLP: no

Test substance: other TS: nol ecul ar structure

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod

15- OCT- 2001 (1)

Type: static

Speci es: Brachydanio rerio (Fish, fresh water)

Exposure period: 96 hour(s)

Unit: ng/ | Anal ytical nonitoring: no

LCO: 1

LC100: 5

Met hod:

Year : 1989 GLP: no

Test substance:

Remar k: The substance was given in water and stirred for 24 h on a
magnetic stirrer: at all concentrations undi ssol ved
particles remained in the nedi um

24- APR- 2001 (3)

Type: static

Speci es: Lepom s macrochirus (Fish, fresh water)

Exposure period: 96 hour(s)

Unit: ng/ | Anal ytical nonitoring: no

LC50: = 4.4

Met hod: other: Bionom cs Lab protocol; see test conditions

Year : 1976 G.P: no data

Test substance: other TS: as prescribed by chapter 1 Monsanto

Remar k: Cl. for 96 h LC50 = 3.6 - 5.6; 24 h LC50 >7.5 ng/l; 48 h
LC50 = 6.0 no/|

Test condition: carrier-acetone; 151 water; 10 fish/treatnment; no aeration
22 degrees C

24- APR- 2001 (11)
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4. Ecotoxicity

Date: 15-CCT-2001
D 102-77-2

Type:
Speci es:

Exposure period:

Unit:
LCO:
Met hod:
Year:
Test subst ance:
Renar k:

24- APR- 2001

Type:
Speci es:

Exposure period:

Unit:
NCEC.:
LC50:
Met hod:
Year:
Test subst ance:
Renar k:

Test condition:
24- APR- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year:
Test subst ance:
Renar k:

Test condition:

24- APR- 2001

Type:
Speci es:

Exposure period:

Unit:
LCO:
Met hod:
Year:
Test subst ance:
Renar k:
24- APR- 2001

static
Oncor hynchus ki sutch (Fish, fresh water, marine)
24 hour (s)
ng/ | Anal yti cal nonitoring:
>= 10
GLP: no

length: 5 - 10 cm loss of equilibriumoccured in 7 - 11 h
only concentration tested

(12)
static
Oncor hynchus nykiss (Fish, fresh water)
96 hour (s)
ng/ | Anal ytical nmonitoring: no
= .56
=1.4
CECD Guide-line 203 "Fish, Acute Toxicity Test"
1984 G.P: yes
other TS: as prescribed by chapter 1 Monsanto
Cl. for LC50 = 1-1.8 no/l; 24 h LC50 = 1.5 ng/l; 48 h LC50
= 1.4 ng/l
har dness 40-45 ng/| CaCO3

(13)
static
Oncor hynchus nykiss (Fish, fresh water)
96 hour (s)
ng/ | Anal yti cal nonitoring: no
=1.3
other: Bionom cs Lab protocol; see test conditions
1976 G.P: no data
other TS: as prescribed by chapter 1 Monsanto
Cl. =97-1.8 no/l; 24 h LCS0 = 5.3 ng/l; 48 h LC50 = 1.4
ng/ |
Carrier-acetone; 15| water; 10 fish/treatnment; length = 2.7
cm no aeration; 12 degrees C

(11)
static
Oncor hynchus tschawytscha (Fish, fresh water, marine)
24 hour (s)
ng/ | Anal yti cal nonitoring:
>= 10

GLP: no

length: 5 - 10 cm only concentration tested

(12)
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4. Ecotoxicity

Date: 15-CCT-2001

D 102-77-2

Type:
Speci es:
Exposure period:
Unit:
LCO:
Met hod:

Year:
Test subst ance:
Renar k:
24- APR- 2001

Type:
Speci es:
Exposure period:
Unit:
Met hod:

Year :
Test subst ance:
Remar k:

24- APR- 2001

static

Pt ychochei | us oregonensis (Fish, fresh water)
24 hour (s)

ng/ | Anal yti cal nonitoring:
>= 10

GaP:

length: 5 - 10 cm only concentration tested

Brachydanio rerio (Fish, fresh water)
96 hour (s)
Anal yti cal nonitoring:

1988 GLP:

The substance was eluted in the concentration 1 g/l
filtered and the filtrate tested (DOC of the filtrate

g/ 1)
LCO at dilution 1:8
LC100 at dilution 1:2

4.2 Acute Toxicity to Aquatic Invertebrates

Type:

Speci es:
Exposure period:
Unit:

NCEC:

EC50:

Met hod:

Year:
Test subst ance:
Renar k:
Sour ce
Reliability:

Fl ag:
15- OCT- 2001

Daphni a magna (Crustacea)
48 hour ('s)
ng/ | Anal yti cal nonitoring:

4

no

no

no

no

CECD Gui de-line 202, part 1 "Daphnia sp., Acute

I mobi | i sation Test"

1984 GLP:
ot her TS: Santocure MOR

Cl. for EC50 = 2.9-5.4; 24 h EC50 = 6.8 ng/|
Monsant oBayer AG Lever kusen

(1) wvalid without restriction

Gui del i ne st udy

Critical study for SIDS endpoi nt

- 15/60 -
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(12)

2 h,
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4. Ecotoxicity

Date: 15-CCT-2001
D 102-77-2

Type:
Speci es:

Exposure period:

Unit:
NOEC:
EC50:
Met hod:

Year:
Test subst ance:
Renar k:
Sour ce
Test condition:
Reliability:

Fl ag:
15- OCT- 2001

Type:
Speci es:

Exposure period:

Unit:
NOEC:
EC50:
Met hod:

Year:
Test subst ance:
Renar k:
Sour ce
Test condition:
Reliability:

Fl ag:
15- OCT- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50 :
Met hod:
Year:
Test subst ance:
Reliability:

15- OCT- 2001

Daphni a magna (Crustacea)

48 hour ('s)

ng/ | Anal yti cal nonitoring: no

=1

= 4.5

other: EPA. Methods for Acute Toxicity Tests with Fish,

Macr oi nvertebrates and Anphi bi ans, EPA-660/ 3-75-009
1975 G.P: no data
ot her TS: Santocure MOR

Cl. for 48 h EC50 = 3-6.8 nu/l;
Monsant oBayer AG Lever kusen
static, 250 m water; 19 degrees C, 16 h |ight
(1) wvalid without restriction

Gui del i ne st udy

24 h EC50 = 13 ny/l

Critical study for SIDS endpoi nt

ot her: Par at anyt ar eum part henogeneti ca

48 hour ('s)

ng/ | Anal yti cal nonitoring: no

=1.8

=5.3

other: EPA. Methods for Acute Toxicity Tests with Fish,

EPA- 660/ 3- 75- 009
GLP: yes

Macr oi nvert ebrates and Anphi bi ans,
1975

other TS: Santocure MOR

Cl. for 48 h EC50 = 4.5-6.2 nyg/|;
Monsant oBayer AG Lever kusen
static; 20 degrees C, 200 ml water;
(1) wvalid without restriction

G_P gui del i ne study

25 h EC50 = 8.6 no/l

16 h 1ight

Critical study for SIDS endpoi nt

ot her: cal cul ation

Daphnia sp. (Crustacea)

48 hour (s)

ng/ | Anal yti cal nonitoring: no
1562. 446

ot her: ECCSAR vO0. 99e

1999 G.P: no
other TS: nol ecul ar structure

(2) wvalid with restrictions

Accept ed cal cul ati on net hod

- 16/ 60 -
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Date: 15-CCT-2001

4. Ecotoxicity D 102-77-2
Type: ot her: cal cul ation
Speci es: Mysi dopsi s bahia (Crustacea)
Exposure period: 96 hour(s)
Unit: ng/ | Anal yti cal nonitoring:
LC50 905. 743
Met hod: ot her: ECCSAR vO0. 99e

Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod

15- OCT- 2001
4.3 Toxicity to Aquatic Plants e.g. Al gae
Speci es: ot her al gae: green al gae
Endpoi nt : gromh rate
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nonitoring: no
EC50: 923. 219
chv 52. 399
Met hod: ot her: ECCSAR vO0. 99e

Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt
15- OCT- 2001
Speci es: ot her aquatic pl ant
Endpoi nt : ot her: cell nunber
Exposure period: 96 hour(s)
Unit: ng/ | Anal yti cal nonitoring:
EC50: 2
Met hod:

Year : GLP:
Test substance:
08- OCT- 2001
Speci es: ot her aquatic pl ant
Endpoi nt : ot her: chl orophyll a
Exposure period: 96
Unit: ng/ | Anal yti cal nonitoring:
EC50: 2
Met hod:

Year : GLP:
Test substance:
08- OCT- 2001

- 17/ 60 -
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4. Ecotoxicity

Dat e:

15- OCT- 2001
D 102-77-2

4.4 Toxicity to Mcroorgani sns e.g. Bacteria

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:

Year:
Test subst ance:
Renar k:
Reliability:

15- OCT- 2001

4.5 Chronic Toxicity to Aquatic Organi snms

4.5.1 Chronic Toxicity to Fish

TERRESTRI AL ORGANI SM5

4.6.1 Toxicity to Soil

Type:
Speci es:
Endpoi nt :

Exposure period:
Unit:
LC50:
Met hod:

Year:
Test subst ance:
Reliability:

15- OCT- 2001

4.6.2 Toxicity to Terrestrial

aquatic
activated sl udge
3 hour (s)
ng/ | Anal yti cal nonitoring: no
> 10000
| SO 8192 "Test for inhibition of oxygen consunption by
activated sl udge"
1988 G.P: no
di rect weight
(1) wvalid without restriction
Meets National standards nethod
4.5.2 Chronic Toxicity to Aquatic Invertebrates
Dwel 1'ing Organi sns
ot her
Ei senia fetida (Wrm (Annelida), soil dwelling)
14 day
ot her: ny/l
3110. 605
ot her : ECOSAR vO0. 99e
1999 G.P: no
other TS: nol ecul ar structure
(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Pl ant s
Non- Mamm Terrestrial Species

4.6.3 Toxicity to other

4.7 Biological Effects Mnitoring

- 18/60 -

(3)
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Dat e: 15- OCT- 2001
4. Ecotoxicity D 102-77-2

4.8 Biotransformati on and Ki netics

4.9 Additional Renarks
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5. Toxicity

Dat e: 15-COCT-2001
D 102-77-2

5.1 Acute Toxicity

5.1.1 Acute Ora

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Met hod:

Resul t:

Reliability:

Fl ag:
15- OCT- 2001

Toxicity

LD50

r at

Spr ague- Dawl ey
mal e/ f emal e

16

other: corn oi

12560 ng/ kg bw

other: Industrial BIO TEST Laboratories, Inc.

1974 G.P: no

other TS: OBTS, purity = 90-94%

I ndustrial BIO TEST Laboratories, Inc.

Initial scrrening was conducted to determ ne general |evel of
toxicity.

2 rats/sex/dose were adm nistered the test material by gavage.
The rats were then housed individually and observed for 14
days. Initial and final body weights, nortalities and

reacti ons were recorded. A necropsy exam nation was conducted
on all aninals.

The acute oral nedian | ethal dose was cal cul ated using the
techni ques of Wil CS (1952); Thonmpson WR (1947) and Thonpson
WR and Wil CS (1952).

Adverse reactions observed at

4556 ng/ kg: hyporeactivity and ruffed fur

6834 ng/ kg: as above plus salivation and | abored breat hi ng;
10250 mg/ kg: as above plus muscul ar weakness, prostration,
diuresis

Dose | evel (ng/kg) nortality rate Y nortality

4556 0/ 4 0
6834 0/ 4 0
10250 1/4 25
15380 3/4 75

(2) wvalid with restrictions
Meets generally accepted scientific standards, well documented
and acceptabl e for assessnent
Critical study for SIDS endpoi nt
(17)
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5. Toxicity

Dat e: 15-COCT-2001
D 102-77-2

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Met hod:

Resul t:

Reliability:

Fl ag:
15- OCT- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Sour ce:
06- APR- 1992

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Renar k:
Reliability:
15- CCT- 2001

LD50

r at

W st ar

mal e/ f enmal e

20
ot her: propyl ene gl ycol
> 10000 ng/ kg bw

GLP:
other TS: Delac MIR
The test material was given as a 33% (w v) suspension in
propyl ene glycol to groups of 10 nmales and 10 fermaels in a
singl e dose of 30 m/kg bw (10g test material/kg bw). The
rats received feed and water ad |libitumduring the 14 day
observation period. The rats were observed for intoxication
and nortality. Al animls were necropsied.
None of the treated ani mals showed any reaction upon
treatnment. No deaths occurred during the observation period.
Macroscopi ¢ exam nation did not reveal treatnent-rel ated
al terations.
(2) wvalid with restrictions

Meets generally accepted scientific standards, well documented

and acceptable for assessnent
Critical study for SIDS endpoi nt
(18)

(19)

LD50
r at
= 1980 ngy/ kg bw
GLP:
Bayer AG Leverkusen
LD50
r at
> 7940 ng/ kg bw
GLP:
nmortality: 0O/7
(2) wvalid with restrictions

(20)
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5. Toxicity

Date: 15-CCT-2001

D 102-77-2

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

Renar k:
Sour ce
06- APR- 1992

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

24- APR- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

24- APR- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test subst ance:

24- APR- 2001

LD50
rat

> 5000 ny/ kg bw

nmortality: 0/10

Bayer AG Leverkusen

LD50
nouse

= 1870 ny/ kg bw

LD50
nouse

= 1980 ny/ kg bw

LD50
nouse

= 4000 ny/ kg bw

GP:

GP:

GaP:

GP:

22/ 60 -
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Date: 15-CCT-2001
5. Toxicity D 102-77-2

Type: LD100
Speci es: nouse
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue: > 4000 ng/ kg bw
Met hod:
Year: GP:
Test subst ance:
24- APR- 2001 (23)

Type: LDLo
Speci es: nouse
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue: = 250 ng/ kg bw
Met hod:
Year: GP:
Test subst ance:
24- APR- 2001 (23)

Type: other: LD
Speci es: r abbi t
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue: > 3980 ngy/ kg bw
Met hod:
Year: GP:
Test subst ance:
24- APR- 2001 (20)

5.1.2 Acute Inhalation Toxicity

Type: LC50

Speci es: r at

Strain:

Sex: mal e

Nurber of
Ani mal s: 10

Vehi cl e:

Exposure time: 1 hour (s)

Val ue: > 151 ng/ |

Met hod: other: according to the technique specified in the Regul ations

(Federal Register, August 12, 1961)

Year : 1961 GLP: no

Test substance: other TS: OBTS; purity not noted
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5. Toxicity

Dat e: 15-COCT-2001
D 102-77-2

Resul t:

Test condition:

Reliability:

Fl ag:
15- OCT- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:
Year:

Test subst ance:

Met hod:

Resul t:

Reliability:

Fl ag:
15- OCT- 2001

Two rats died on the 4th or 10th day post-exposure. No other

nortalities occurred.

During the one-hour exposure, animals generally exhibited
excessi ve preening and masticatory novenments, excessive
salivation, and occasional periods of excited activity.

Signs of toxicity prior to the nortalities were depression
depresed righting and pl acenment refl exes, ataxia (1 animal-
4t h day post exposure) and diarrhea stains of 2 day duration
(1 animal -10th day post exposure).

Surviving rats exhibited normal appearance and behavi or
t hr oughout the 14-day observation period.
Sanpl e was ground in a blender and filtered through a
40- mesh screen; then generated as a dust for exposure.
(1) wvalid without restriction
Meets National standards nethod
Critical study for SIDS endpoi nt
(25)

LCO
rat

mal e/ f enmal e

20

ot her: wundil uted powder

4 hour (s)

ca. .09 ng/l

other: Industrial Bio-Test Laboratories protoco
1974 G.P: no

as prescribed by 1.1 - 1.4
Ten al bino rats were exposed to the dust of the test
material for four hours in a 70 liter chanber. The
concentrati on was determ ned by sanpling the test atnosphere
in the breathing zone of the animals, collected on a gl ass
fiber filter. The average filter concentrati on was 0.09 ng/|
air. The exposed aninmals and 10 untreated controls were
observed for 14 days.
There were no deaths during the exposure or 14-day observation
period. Al rats in the treated and control groups gai ned
wei ght during the study. There were no gross pathol ogic
findings attributable to inhalation of the test materi al
G oss pathol ogi c changes in test and untreated contrto
animal s were essentially the samne.
(2) wvalid with restrictions
Meets general ly accepted scientific standards, well docunented
and acceptabl e for assessnent
Critical study for SIDS endpoi nt

(26)
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Dat e: 15-COCT-2001
5. Toxicity D 102-77-2

5.1.3 Acute Dermal Toxicity

Type: LD50
Speci es: r abbi t
Strain: New Zeal and white
Sex: mal e/ f enal e
Nunber of
Ani mal s: 4
Vehi cl e: ot her: neat
Val ue: > 3000 ng/ kg bw
Met hod:
Year: G.P: no
Test subst ance: other TS: OBTS
Met hod: Young adult New Zeal and al bino rabbits were acclinmated and

examned prior to testing. Twenty-four hours prior to
testing, the backs of the aninmals (approx 30%total body
surface) were shaved free of hair. The material was applied
at the highest reasonabl e dosage and the test site was
covered with plastic sheeting. After 24 hours the plastic
sheeting and residual material were renpbved. The aninals
were exam ned for |ocal skin reactions, behaviora
abnormalities and nortality for 14 days. Initial, 7 and 14
day body weights were recorded. A necropsy was conducted on
all animals.

Resul t: nortality = 0/4

Test condition: The test material was applied as received to abraded,
pre- nmoi st ened skin.

Reliability: (2) wvalid with restrictions

Meets general ly accepted scientific standards, well docunented
and acceptabl e for assessnent

Fl ag: Critical study for SIDS endpoi nt

15- OCT- 2001 (17)

Type: LD50
Speci es: r abbi t
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue: > 7940 ng/ kg bw
Met hod:
Year: GaP:
Test subst ance:
24- APR- 2001 (27)
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Date: 15-CCT-2001
5. Toxicity D 102-77-2

Type: other: LD
Speci es: r abbi t
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue: > 3980 ngy/ kg bw
Met hod:
Year: GP:
Test subst ance:
24- APR- 2001 (28)

5.1.4 Acute Toxicity, other Routes

Type: LD50
Speci es: nouse
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Route of admin.: i.p.
Val ue: ca. 100 - 200 ng/ kg bw
Met hod:
Year: GP:
Test subst ance:
24- APR- 2001 (29)

Type: LD50
Speci es: nouse
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Route of admin.: i.p.
Val ue: = 100 ng/ kg bw
Met hod:
Year: GP:
Test subst ance:
24- APR- 2001 (30)
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5. Toxicity

Date: 15-CCT-2001
D 102-77-2

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of adm n.:

Val ue:
Met hod:
Year:

Test subst ance:

Renar k:
24- APR- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of adm n.:

Val ue:
Met hod:
Year:

Test subst ance:

Renar k:
24- APR- 2001

LD50
nouse

other: no data
= 3150 ny/ kg bw

GP:

sex: nale
(31)

LD50
nouse

other: no data
= 3000 ny/ kg bw

GP:

sex: female
(31)

5.2 Corrosiveness and Irritation

5.2.1 Skin Irritation

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC classificat.:

Met hod:
Year:

Test subst ance:

Met hod:

Resul t:

rabbit
undi | ut ed
Cccl usi ve
24 hour (s)
8

slightly irritating
not irritating
Dr ai ze Test
G.P: no data
other TS: OBTS; purity not noted
dose: 0.5 g undiluted applied to intact and abrdaded skin;
occluded for 24 hours.

sanmpl e tested Primary Irritation Score
OBTS 1-A 0.1
OBTS 1-B 0.2
OBTS 1-C 0.1
OBTS 1-D 0.8
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5. Toxicity

Date: 15-CCT-2001
D 102-77-2

Reliability:
Fl ag:

15- OCT- 2001
Speci es:

Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC cl assificat.:

Met hod:
Year:

Test subst ance:

Resul t:
15- CCT- 2001

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC cl assificat.:

Met hod:
Year:

Test subst ance:

Renar k:
15- CCT- 2001

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC cl assificat.:

Met hod:

Year:

Test subst ance:

Renar k:

(2) wvalid with restrictions
Meets general ly accepted scientific standards, well docunented
and acceptabl e for assessnent
Critical study for SIDS endpoi nt
(17)

rabbit

12

slightly irritating

GLP:
other TS: Delac MIR
The test substance caused very slight skin irritation in 2 of
12 rabbits.

(32)
r abbi t
not irritating
ot her: 24 hours
GLP:
score: 0.6/8.0, practically non-irritating (27)

rabbit

not irritating
other: 500 ng/animal, 2 animals, onto the skin of the ear for
24 h (sem -occlusive), test substance renmoved with water at
the end of exposure; post exposure period of 7 d

GLP:
the sane procedure with a test substance of different
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5. Toxicity

Date: 15-CCT-2001
D 102-77-2

24- APR- 2001

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC classificat.:

Met hod:

Year:

Test subst ance:

24- APR- 2001

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC cl assificat.:

Met hod:

Year:

Test subst ance:

Renar k:
Sour ce
15- OCT- 1993

origin cane to the result: slight skin irritant

(33)

rabbit

not irritating

other: test substance was applied to the clipped, intact skin
(occlusive) and renoved after 24 h with water, observation
over several days, the data were scored according to the
nmet hod of Draize

GLP:

(28)

gui nea pig

other: 0.5, 2, 5 and 10 %being tested to determ ne the
threshold irritation concentration, application over 24 h
(sem -oclusive), readings were perfornmed at 1, 24 and 48 h
after renoval

GLP:

result: 5 and 10 % produced irritant reactions

Bayer AG Leverkusen
(34)
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5. Toxicity

Date: 15-CCT-2001
D 102-77-2

5.2.2 Eye Irritation

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC classificat.:

Met hod:
Year:

Test subst ance:

Reliability:

Fl ag:
15- OCT- 2001

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC classificat.:

Met hod:
Year:

Test subst ance:

Resul t :
15- CCT- 2001

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC classificat.:

Met hod:
Year:

Test subst ance:

Remar k
15- CCT- 2001

r abbi t

undi l ut ed
100 other: ny
not rinsed
24
nmoderately irritating
irritating

Dr ai ze Test
G.P: no data
other TS: OBTS; purity not noted
(2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptable for assessnent
Critical study for SIDS endpoi nt

(17)
r abbi t
6
noderately irritating
irritating

GP:
other TS: Del ac MOR
The test substance caused noderate ocular lesions in 4 of 6
rabbits.

(32)
rabbit
slightly irritating
other: 24 hours
GaP:
score: 6.0/110.0
(27)
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5. Toxicity

Date: 15-CCT-2001
D 102-77-2

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year:

Test subst ance:

Renar k:
24- APR- 2001

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC classificat.:

Met hod:

Year:

Test subst ance:

Renar k:
24- APR- 2001

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:

Year:

Test subst ance:

24- APR- 2001

rabbit

ot her: 100ng/ 24h

GLP:
result: noderate
(35)
r abbi t
slightly irritating
other: 50 ng/animal, 2 animals, instillation into the
conjunctival sac, post exposure period of 7 d
GLP:
the sane procedure with a test substance of different
origin cane to the result: noderate eye irritant
(33)

rabbit

slightly irritating
other: finely ground test substance were placed in the
conjunctival sac, the eyes were rinsed after 24 h, the data
scored according to the nethod of Draize

GLP:

(28)
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5. Toxicity

Date: 15-CCT-2001
D 102-77-2

5.3 Sensitization

Type:
Speci es:
Nunber of

Ani mal s:
Vehi cl e:
Resul t :
Cl assification
Met hod:

Year:
Test subst ance:
Renar k:

15- OCT- 2001

Type:
Speci es:
Nunber of

Ani mal s:
Vehi cl e:
Resul t:
Cl assification
Met hod:

Year:
Test subst ance:
Renar k:

15- OCT- 2001

Type:
Speci es:
Nunber of

Ani mal s:
Vehi cl e:
Resul t:
Cl assification
Met hod:

Year:
Test subst ance:
Renar k:

15- OCT- 2001

ot her: see renarks
gui nea pig

sensitizing

other: a nodification of Buehler's nethod
GP:

cross-sensitivity: 8/ 10 sensitized animals showed a
positive reaction with MBT

(34)
ot her: see remarks
gui nea pig
sensitizing
ot her: cl osed epicutaneous test (no further information)
GLP:
result: 8/ 12 animals positive (challenge with 0.5M
1/12 animals positive (challenge with 0.05M
(36)
Pat ch- Test
human

GLP:
4/ 31 rubber contact dermatitis patients had a positive patch

test result
(36)
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5. Toxicity

Date: 15-CCT-2001
D 102-77-2

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year:

Test subst ance:

Renar k:

15- OCT- 2001

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year:

Test subst ance:

Renar k:

24- APR- 2001

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year:

Test subst ance:

Renar k:

15- OCT- 2001

Pat ch- Test
hunman

GP:

17/ 17 subjects allergic to MBT were positive in the test
with MBS, the test with MBS was negative in 20 controls
(37)

Pat ch- Test
hunman

GP:

24/ 49 individual s showed a positive patch test reaction
during the induction phase (for the challenge applications,
petrol atum al one was applied in lieu of test sanple)

(38)

Pat ch- Test
hunman

GaP:

Repeat patch testing with 1 or 10 % Santocure MOR resulted
in sensitization reactions in 7/24 and 28/ 31 subjects,
respectively. Recrystallized Santocure MOR showed only 1/20
i ndi vi dual s bei ng affected.
(39)
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5. Toxicity

Date: 15-CCT-2001
D 102-77-2

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year:

Test subst ance:

Renar k:

15- OCT- 2001

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year:

Test subst ance:

Renar k:

24- APR- 2001

Pat ch- Test
hunman

GP:

Eval uati on of Santocure MOR, mercaptobenzot hiazol e
nmor phol i ne and two oxidized inmpurities, the sul fonam de and
the sul fenam de, were tested in vitro with [ ynphocytes from
sensitized individuals to determne if DNA
synthesis/stimulation would result. The results showed the
oxi di zed contam nants to be primarily responsible for the
sensitization response.

(40)

other: in vitro |ynphocyte assay

GP:

An in vitro |lynmphocyte assay was perforned to determine if
Sant ocure MOR or process contam nants m ght possess the
ability to induce del ayed type hypersensitivity. Based on
the data, it appears that Santocure MOR is not a sensitizer
but two potential process contani nants may be.

(41)
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Dat e: 15-COCT-2001

5. Toxicity ID: 102-77-2
5.4 Repeated Dose Toxicity

Speci es: r at Sex:

Strain:

Route of admin.: oral feed

Exposure period: 4 w

Frequency of

treatnent:
Post. obs.

peri od:
Doses:
Control G oup:
NOAEL:
LOAEL:
Met hod:

Year :

Test substance:

Resul t:

Reliability:

Fl ag:
15- OCT- 2001

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treatnent:
Post. obs.

peri od:
Doses:
Control G oup:
NOAEL:
LOAEL:
Met hod:

Year:

Test subst ance:

Resul t:

Reliability:

Fl ag:
15- OCT- 2001

100, 200, 500, or 1000 np/kg bwd

200 ng/ kg bw
500 ng/ kg bw

GLP:
other TS: Santocure MOR
Body wei ght reductions were noted in animals at 500 and 1000
ng/ kg. Increased liver and ki dney wei ghts were observed in
t he hi gh-dose nal es
(2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptable for assessnent
Critical study for SIDS endpoi nt

(42)

r at Sex: male/femal e
other: Charles River CD strain
oral feed
113 weeks

dai |y

5, 50, 400 ng/kg bw d

yes
5 ng/ kg bw

50 ng/ kg bw

other: according to Hazelton Laboratories Europe Ltd.
1982 G.P: no data

ot her TS: Santocure MOR
50 and 400 ng/kg bw reductions in body weight gain and
food consunption; dose related increases in kidney and liver
wei ghts; no other evidence of chronic toxicity
(2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptable for assessnent
Critical study for SIDS endpoi nt
(43)
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Date: 15-OCT-2001

5. Toxicity D 102-77-2
Speci es: r at Sex:
Strain:
Route of admin.: inhalation
Exposure period: 4 w
Frequency of

treat ment: 6 h/d at 5 d/w
Post. obs.

peri od:

Doses: 4.4, 9.8, and 10.2 ngy/nB
Control G oup:
NOAEL: 9.8 ng/ n¥
Met hod:

Year: GLP:

Test subst ance:
Resul t:

Reliability:
Fl ag:

15- OCT- 2001
Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Control G oup:
NQAEL
Met hod:

Year:

Test subst ance:
Resul t:

15- OCT- 2001

Sant ocure MOR caused slight irratation in exposed ani mals.
Sl i ght body wei ght reductions and reductions in lung weights
were observed in nmal es of high-exposure group

Hi st opat hol ogi cal exami nation revealed no alterations in the
ti ssues of the high-exposure group animals. Slight
depressions in blood glucose and el evations in SGOT val ues
were found in animals at all exposure |levels, but these
findings were not associated with the presence of any tissue
| esi ons.

The no effect
ng/ n8.

(2) wvalid with restrictions

Meets generally accepted scientific standards,
and acceptable for assessnent

Critical study for SIDS endpoi nt

| evel for this study was considered to be 9.8

wel | docunent ed

(44)
rabbit Sex:

der nmal
21 d

125, 500, 2000

2000
GLP:
Repeat ed applications of Santocure MOR produced no evi dence
of toxicity related to test material administration. Only a
slight degree of dermal irritation was noted.
(44)
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5. Toxicity

Date: 15-CCT-2001
D 102-77-2

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Contr ol
NQAEL :
LQOAEL:
Met hod:

Year:

Test subst ance:
Resul t:

G oup:

15- OCT- 2001

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of
treat nent:
Post. obs.
peri od:
Doses:
Contr ol
Met hod:
Year:
Test subst ance:
Renar k:
Resul t:

G oup:

Reliability:

15- OCT- 2001

nouse Sex: nmal e/femal e
other: Slc:ddY
oral feed

3 nont hs
no data

no data

0.012, 0.046, 0.188, 0.75 % (18, 69, 282, 1125 ny/ kg bw)
no data specified

282 ny/ kg bw

1125 ng/ kg bw

GP:

0.75 % group: decreased body wei ght gain, slightly
i ncreased | evels of GPT and ki dney weights (no further
i nf ormati on)
(31)
r at Sex: no data
no data
i nhal ati on
15d

2h/ d

0.3 - 0.4 no/l
no data specified

GP:

no detail ed i nformati on;
no change in body weight;
was af f ected

(4) not assignable
Document ati on i nsufficient for assessment

eval uation inpossible
t he worki ng of the nervous system

(23)
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Date: 15-OCT-2001

5. Toxicity D 102-77-2
Speci es: r at Sex: mal e
Strain: Spr ague- Dawl ey
Route of admin.: gavage
Exposure period: 56 d
Frequency of

treat ment: daily, 7d/w
Post . obs.

peri od: 2w
Doses: 125, 250, 500 ng/ kg bw
Control G oup: yes, concurrent vehicle
Met hod:

Year : GLP:

Test subst ance:
Resul t:

24- APR- 2001

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Contr ol
NQAEL :
LQAEL:
Met hod:

Year:

Test subst ance:
Renar k:

G oup:

Resul t:

15- OCT- 2001

mean body wei ght and nmean body wei ght gain did not reveal
any significant effect in any of the dose groups;

ti ssue-to-body weight ratios were nornal except an increase
in the stonmach/ body weight ratio (125, 250 ng/kg bw); no
abnormalities in selected animals during gross pathol ogi cal

exam nati on

(45)
nouse Sex: male/femal e
ot her: Sl c:ddY
oral feed
21 nont hs
no data
no data
0.01, 0.1, 1 %
no data specified
150 ng/ kg bw
1500 ng/ kg bw
GLP:
doses: 15, 150, 1500 ng/ kg bw
remarks: see also chapter 5.7
1 % group: decreased body weight gain (no further
i nf ormati on)
(31)
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Date: 15-OCT-2001

5. Toxicity D 102-77-2
Speci es: nouse Sex: no data
Strain: ot her: Slc:ddY
Route of admin.: dermm
Exposure period: 21 nonths
Frequency of

treatnent: no data
Post. obs.

peri od: no data
Doses: 10 % suspended in olive oi
Control G oup: no data specified
NOAEL: 10 %
Met hod:

Year : GLP:

Test substance:
Resul t: no conpound rel ated adverse effects (no further information)
15- OCT- 2001 (31)
Speci es: r abbi t Sex: no data
Strain: no data
Route of admin.: oral unspecified

Exposure period:

Frequency of
treat nent:
Post. obs.
peri od:
Doses:
Contr ol
Met hod:
Year:
Test subst ance:
Remar k
Resul t :

G oup:

24- APR- 2001

5.5 Genetic Toxici

Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:

Test subst ance:

Reliability:

3.5 nont hs
on alternative days (2 nonths), daily (1.5 nonths)
no data
20 ng/ kg bw
no data specified
GLP:

no detailed information; eval uation inpossible

general conditions were unchanged; the pignmentary function
(?) of the liver was affected; changes in the liver, kidneys
and | ung were observed

(23)

ty 'in Vitro'
Anmes test

Sal monel | a typhi murium TA 98, TA 100, TA 1535, TA 1537, TA
1538

<= 500 ug/ m

>= 500 ug/plate

with and wi t hout
negative
CECD Guide-line 471 "Cenetic Toxicol ogy: Sal nonella
t hyphi nuri um Reverse Miutati on Assay"
GLP: yes
other TS: Three sanple conparison (two conerci al
NOBS; and OBTS 4X recrystallized sanple)
(1) wvalid without restriction
@GP gui del i ne study

OBTS and
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5. Toxicity

Date: 15-CCT-2001
D 102-77-2

Fl ag:
15- OCT- 2001

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:
Test subst ance:
Reliability:
Fl ag:
15- OCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:

Test subst ance:

Resul t:
Reliability:
Fl ag:

15- OCT- 2001

Critical study for SIDS endpoi nt
(46)

Manmal i an cel | gene nutation assay

CHO cel I's
0.1, 0.3, 1.0, 3.0, 10, 30, 50, 100, 150, 300 ug/m
>=150 ug/mM (with and wi thout activation)

with and wi t hout
negative
CECD Guide-line 476 "Cenetic Toxicology: In vitro Mammal i an
Cell Gene Mutation Tests"
1983 GLP: yes
other TS: Conmercial and purified OBTS
(1) wvalid without restriction
@GP gui del i ne study
Critical study for SIDS endpoi nt
(47)

Manmal i an cel | gene nutation assay

mouse | ynphona cells L 5158 TK+/ -
<= 50.0 ng/plate
> 50 ug/m

with and wi t hout

positive

CECD Guide-line 476 "Cenetic Toxicology: In vitro Mammal i an
Cell Gene Mutation Tests"

1981 GLP: yes

other TS: Three sanple conparison (two conercial: OBTS and
NOBS; and OBTS 4X recrystallized sanple)

An analysis of small vs. large col onies was not made, however
because the lower-limt cutoff on the colony counter is 0.3nm
it is assuned that the nutation response was mainly due to

| arge col oni es.

The assay was positive for all three test substances under
condi tions of netabolic activation.
(1) wvalid without restriction
@GP gui del i ne study
Critical study for SIDS endpoi nt
(46)
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Dat e: 15-COCT-2001

5. Toxicity ID: 102-77-2
Type: Sister chromatid exchange assay
Syst em of
testing: CHO cell's
Concentrati on: 1,5, 10, 20,40 ug/m (non-activated) 5,10, 15, 30,60 ug/m

(acti vat ed)
totoxic Conc.: >= 50 ug/n
g

Met abol i c
activation: with and wi t hout
Resul t: negative
Met hod: CECD Guide-line 479 "Cenetic Toxicology: In vitro Sister
Chromati d Exchange Assay in Manmalian Cel | s”
Year : 1984 GLP: yes
Test substance: other TS: OBTS conmercial and purified
Reliability: (1) wvalid without restriction
@GP gui del i ne study
Fl ag: Critical study for SIDS endpoi nt
15- OCT- 2001 (48)
Type: Cyt ogeneti c assay
Syst em of
testing: CHO cell's
Concentrati on: <= 10 ng/ m
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with and wi t hout
Resul t: negative
Met hod: ot her
Year : 1979 GLP:
Test substance: other TS: purity = 90-95 %
Remar k: GP: Signed Quality Assurance Inspection Statenent
Reliability: (1) wvalid without restriction
Meets generally accepted scientific nethod and is described in
sufficient detail
Fl ag: Critical study for SIDS endpoi nt
15- OCT- 2001 (49)
Type: other: Cell Transformation Assay
Syst em of
testing: BALB / 3T3 Cell line
Concentrati on: <= 30.0 ng/l
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi t hout
Resul t: negative
Met hod: ot her
Year : 1981 GLP:
Test substance: other TS: Three sanple conparison (two conercial: OBTS and
NOBS; and OBTS 4X recrystallized sanple)
Remar k: GLP: Signed Quality Assurance |Inspection Statenent
Reliability: (1) wvalid without restriction
Meets generally accepted scientific nethod and is described in
sufficient detail
Fl ag: Critical study for SIDS endpoi nt
15- OCT- 2001 (50)
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5. Toxicity

Dat e: 15-COCT-2001
D 102-77-2

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t :
Met hod:
Year:
Test subst ance:
Renar k:
Reliability:
Fl ag:
15- OCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year:
Test subst ance:
Renar k:
Reliability:
15- OCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:

Met hod:

Year:

Test subst ance:

Met hod:

Reliability:

other: DNA repair assay

E. coli WB110 (pol A+) E. coli WB078 (pol A-)
<= 1.0 ng/plate

with and wi t hout

negative

ot her

1979 GLP:

other TS: 90-95 %

GLP: Signed Quality Assurance Inspection Statenent
(1) wvalid without restriction

Meets generally accepted scientific nethod and is described in

sufficient detail
Critical study for SIDS endpoi nt
(51)

Anmes test

Sal monel | a typhi murium TA 98, TA 100, TA 1535, TA 1537, TA
1538
<= 5.0 ng/plate

with and wi t hout

negative

CECD Guide-line 471 "GCenetic Toxicol ogy: Sal nonella
t hyphi nuri um Reverse Miutati on Assay"

1979 GLP:

other TS: OBTS; purity =90-95 %

GP: Signed Quality Assurance |Inspection Statenent
(1) wvalid without restriction

Meets generally accepted scientific nethod and is described in

sufficient detail
(49)

Anmes test

Sal monel | a typhi murium TA 98, TA 100, TA 1535, TA 1537, TA
1538

<= 1000 ug/pl ate

>= 100 ug/pl ate

with and wi t hout

negative

CECD Guide-line 471 "GCenetic Toxicol ogy: Sal nonella

t hyphi nuri um Reverse Miutati on Assay"

1982 G.P: no data

other TS: OBTS; purity > 99 %

The standard Anes protocol was followed with the foll ow ng
exception: instead of duplicate plates for the positive
controls, in trial #1, one of the plates contained tw ce the
standard dose.

(1) wvalid without restriction
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Date: 15-CCT-2001
5. Toxicity D 102-77-2

Meets generally accepted scientific nmethod and is described in
sufficient detail

15- OCT- 2001 (52)
Type: Bacterial gene nutation assay
Syst em of

testing: Sal nonel | a typhi murium TA 100, TA 98

Concentration:
Cyt ot oxi ¢ Conc. :

Met abol i c

activation: wi th and w t hout
Resul t: negati ve
Met hod:

Year : GLP:

Test substance:
15- OCT- 2001 (53)
Type: Ames test
Syst em of

testing: Sal monel | a typhi murium TA 98, TA 100

Concentration:
Cyt ot oxi ¢ Conc. :

Met abol i c

activation: wi th and w t hout
Resul t: negative
Met hod:

Year : GLP:

Test substance:
15- OCT- 2001 (54)
Type: Ames test
Syst em of

testing: Sal nonel | a typhi murium TA 1535, TA 1537, TA 98, TA 100

Concentration:
Cyt ot oxi ¢ Conc. :

Met abol i c
activation: wth
Resul t: negative
Met hod:
Year: GP:
Test subst ance:
15- OCT- 2001 (55) (56)
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5. Toxicity

Date: 15-CCT-2001
D 102-77-2

Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year:
Test subst ance:
15- OCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year:

Test subst ance:

Renar k:
Reliability:
15- CCT- 2001

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year:

Test subst ance:

Renar k:

Reliability:

15- OCT- 2001

Anmes test

Sal nonel | a typhi murium TA 98, TA 100, TA 1535, TA 1537, TA
1538

wi th and wi t hout

negative

ot her

1976 GP:

(57)
Manmal i an cel | gene nutation assay

CHO cell' s
2.5 - 50 ug/nm
>=40 ug/m

with and wi t hout
negative
CECD Guide-line 476 "GCenetic Toxicology: In vitro Mammal i an
Cell Gene Mutation Tests"
1986 GLP:
other TS: OBTS conmercial: purity = 94.12% purified: purity
>= 99%
GP: Signed Quality Assurance |Inspection Statenent
commercial and purified sanple
(1) wvalid without restriction
Gui del i ne st udy
(58)

Manmal i an cel | gene nutation assay

mouse | ynphoma cells L5178Y TK+/ -
<= 50.0 ng/plate

with and wi t hout
positive
ot her
1979 GLP:
other TS: 90-95 %purity
GP: Signed Quality Assurance |Inspection Statenent
result: significant increases in the nmutation frequency were
observed in the absence and presence of rat liver S9
nmet abol i ¢ activation
(1) wvalid without restriction
Meets generally accepted scientific nethod and is described in
sufficient detail
(49)
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Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t :
Met hod:
Year:
Test subst ance:
Renar k:
15- OCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year:
Test subst ance:
Renar k:
Reliability:
15- OCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year:
Test subst ance:
Renar k:
15- OCT- 2001

Manmal i an cell gene nutation assay

mouse | ynmphoma cells L5178Y TK+/ -

wi th and w t hout
positive

GP:

result: significant increases in the mutation frequeny were
only observed in the presence of rat liver S9 netabolic
activation

(59)

other: Cell transformation assay

BALB/ 3T3 Cell line
<= 35.0 my/|

wi t hout

positive

ot her

1979 GLP:

other TS: 90-95 %

GP: Signed Quality Assurance |Inspection Statenent

(1) wvalid without restriction

Meets generally accepted scientific nethod and is described in
sufficient detail

(49)
Yeast gene nutation assay
Saccharomyces cerevisiae D4
<= 1.0 ng/plate
with and wi t hout
negative
1979 GLP:
other TS: 90-95 %
GP: Signed Quality Assurance |Inspection Statenent
(51)
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Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t :
Met hod:
Year:
Test subst ance:
15- OCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:

Test substance:

Reliability:
15- OCT- 2001

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year:

Test subst ance:

Renar k:
Reliability:

15- OCT- 2001

Yeast gene mutation assay

Saccharomyces cerevisiae D4

with and wi t hout
negative

GP:

other: DNA repair assay

E. coli WL.310 (pol A+), E. coli p3478 (pol A-)

with and wi t hout
negati ve

CECD Guide-line 472 "Cenetic Toxicol ogy: Escherichia col

Reverse Mutation Assay"
GLP:

other TS: Three sanple conparison (two conercial: OBTS and

NOBS; and OBTS 4X recrystallized sanple)
(1) wvalid without restriction
Gui del i ne st udy

other: DNA repair suspension assay

E. coli WB110 (pol A+) E. coli P3078 (pol A-)
<= 2.5 ng/plate

with and wi t hout

positive

ot her

1981 G.P

other TS: 90-95 %purity

G.P: Signed Quality Assurance |Inspection statenent
(1) wvalid without restriction

(57)

(60)

Meets generally accepted scientific nethod and is described in

sufficient detai
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Date: 15-OCT-2001

5. Toxicity D 102-77-2
5.6 Genetic Toxicity "in Vivo'
Type: Dom nant |ethal assay
Speci es: r at Sex: mal e
Strain: Spr ague- Dawl ey
Route of admin.: gavage
Exposure period: 56d
Doses: 125, 250, 500 ng/ kg bw
Resul t: negati ve
Met hod: ot her

Year : 1980 GLP: yes

Test subst ance:
Renar k:

Resul t:
Reliability:

Fl ag:
15- OCT- 2001

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year:
Test subst ance:
Renar k:
Resul t:

15- OCT- 2001

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year:
Test subst ance:
Resul t:

15- OCT- 2001

other TS: 90-95 %purity
see al so chapter 5.4
no dom nant |ethal nutations
(1) wvalid without restriction
@GP study; Meets generally accepted scientific method and is
described in sufficient detai
Critical study for SIDS endpoi nt
(45)

Dom nant | ethal assay

r at Sex: male/femal e
oral unspecified

up to 3d

200 ng/ kg bw

GaP:
no further information

An increase in total enmbryonic nortality in treated fenal es
and in females mated with treated nal es.

(61)
unspeci fied
Dr osophi | a el anogast er Sex: no data
ot her
no data
no data
GLP:

Not described in detail.
Opi nion of the author: MBS showed a weak mutagenic activity.
(62)
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Date: 15-CCT-2001
D 102-77-2

5.7 Carcinogenicity

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year:

Test substance:
Resul t:
25- APR- 2001

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year:

Test subst ance:
Renar k:
Resul t:
15- OCT- 2001

mouse Sex:

gavage
79 w

90 ng/ kg/d
negati ve

GLP:

other TS: N oxydi et hyl ene-2-benzot hi azol e sul f enam de ( NOBS)
No adverse effects were reported, and no statistically
significant increase in tunmor incidences were observed in
t he study.

(63)
r at Sex: no data
no data
oral feed
2 years

5, 50, 400 ng/ kg bw d
negative
no data specified

GLP:
no further information; see also chapter 5.4

no evi dence of oncogenicity
(64)
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Date: 15-CCT-2001
D 102-77-2

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year:

Test subst ance:
Renar k:

Resul t:
15- CCT- 2001

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year:

Test subst ance:
Renar k:
Resul t:
25- APR- 2001

nouse Sex: nmal e/femal e
other: Slc:ddY
oral feed

21 nont hs
no data

no data

0.01, 0.1, 1 %
negative

no data specified

GaP:

doses: 15, 150, 1500 ng/ kg bw

remarks: see also chapter 5.4

hi st opat hol ogi cal | y no conpound rel at ed nonneopl astic or
neopl astic lesions (no further information)

(31)

nouse Sex: male/femal e
other: (C57BL/6 x C3H Anf)FI and (C57BL/6 x AKR)F
oral unspecified
18 nont hs
daily
no
464 ng/ kg bw (days 7-28 of age); 1492 ppm (after 28 days of
age)
negative
yes

GLP:
doses: 1492 ppm = dosage in diet = approx. 224 ng/ kg bw

no significant
m ni stration

i ndi cation of tunorigenicity after oral ad-

(65)
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5. Toxicity ID: 102-77-2
Speci es: nouse Sex: mal e/fenmal e
Strain: other: (C57BL/6 x C3H Anf)Fl abd (C57BL/6 x AKR)FI

Route of admin.:
Exposure period:

Frequency of
treat nent:
Post. obs.
peri od:
Doses:
Resul t:
Control G oup:
Met hod:
Year:
Test subst ance:
Resul t:
15- OCT- 2001

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of
treat nent:
Post. obs.
peri od:
Doses:
Resul t:
Control G oup:
Met hod:
Year:
Test subst ance:
Resul t :

15- OCT- 2001

S. C.
1d

once
18 nont hs
464 ng/ kg bw
negative
yes
GLP:

no significant indication of tunorigenicity

mouse Sex:

single injection
78 w

1000 ny/ kg
negative

GP:

(66)

other TS: N oxydi et hyl ene-2-benzot hi azol e sul f enam de ( NOBS)

No adverse effects were reported, and no statistically
significant increase in tunor incidences were observed in

t he study.
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Date: 15-CCT-2001
5. Toxicity D 102-77-2

5.8 Toxicity to Reproduction

Type:

Speci es: r at Sex: mal e
Strain: Spr ague- Dawl ey

Route of admin.: gavage

Exposure Period: 56d
Frequency of

treat ment: daily, 7d/w

Duration of test:

Doses: 125, 250, 500 ng/ kg bw

Control G oup: yes, concurrent vehicle

Met hod:

Year : GLP:

Test substance:

Remar k: see al so chapter 5.4
post observation period: 2w

Resul t: pregnancy rates of the dose groups were conparable to those
of the controls

25- APR- 2001 (45)

Type:

Speci es: r at Sex: mal e/femal e

Strain:

Route of admin.: gavage

Exposure Period: 3d
Frequency of

treat ment: 1st and 3rd days of estrus (female); twice an interval of 3d

Duration of test:

Doses: 200 nyg/ kg bw

Control G oup: yes

Met hod:

Year : GLP:

Test substance:

Remar k: The object of the investigations was to study the |evel
of the enbryonic nortality (EM.
post observation period: till 19th day of pregnancy

Resul t: no visible signs of poisoning; changes in the estrous

cycle; delay to conceptions; decreased fetus w eghts;
i ncreased total enbryonic nortality (EM w th nornal
posti npl antati on EM
25- APR- 2001 (67)
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Date: 15-CCT-2001

5. Toxicity ID: 102-77-2
5.9 Devel oprnental Toxicity/ Teratogenicity

Speci es: r at Sex: femal e
Strain: ot her: Charles River

Rout e of admn.:
Exposure period:
Frequency of
treat nent:

Dur ati on of test:
Doses:
Control G oup:
NOAEL Maternal t.:
NOAEL Ter at ogen. :
Met hod:

Year:
Test substance:
Renar k:
Resul t:

Reliability:

Fl ag:
15- OCT- 2001

Speci es:
Strain:
Rout e of admn.:
Exposure period:
Frequency of
treat nent:

Dur ati on of test:
Doses:
Control G oup:
NOAEL Maternal t.:
NOAEL Ter at ogen. :
Met hod:

Year:
Test subst ance:
Renar k:
Resul t:
25- APR- 2001

oral unspecified
6 - 15 gestation day

daily

until 20 gestation day
100, 300, 1000 ng/ kg bw
yes

300 ng/ kg bw

1000 ng/ kg bw

GLP:
other TS: Santocure MOR
Maternal toxicity was noted at the highest dose |evel.
no teratogeni c response was observed (no further
i nf ormati on)
(2) wvalid with restrictions
Meets general ly accepted scientific standards, well docunented
and acceptabl e for assessnent
Critical study for SIDS endpoi nt

(68)
r at Sex: femal e
no data
oral feed
day O through 20 of gestation
0.02, 0.5 % (13, 270 ng/ kg bw d)
yes
270 ng/ kg bw
270 ng/ kg bw
GLP:
other TS: Santocure MOR
no further information
no teratogenic, fetotoxic or maternally toxic effects
(27)
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Dat e: 15- OCT- 2001
5. Toxicity ID: 102-77-2
Speci es: r at Sex: femal e
Strain:
Route of admin.: gavage
Exposure period: 2d

Frequency of

treat nent:
Dur ati on of test:
Doses:
Control G oup:
Met hod:
Year:

Test subst ance:
Renar k:

Resul t:

25- APR- 2001

Speci es:

Strain:

Route of admin.:

Exposure period:

Frequency of
treat nent:

Dur ati on of test:

Doses:

Contr ol

Met hod:
Year:

Test subst ance:

Renar k:

Resul t :

G oup:

25- APR- 2001

Speci es:

Strain:

Route of admin.:
Exposure period:
Frequency of

treat nent:

Dur ati on of test:
Doses:
Control G oup:
Met hod:

Year:
Test subst ance:
Resul t:
25- APR- 2001

4th and 11th days of pregnancy
till 19th day of pregnancy
200 ng/ kg bw

ot her: vyes

GP:

The object of the investigations was to study the |evel of
the enbryonic nortality (EM.

no visible signs of poisoning; decreased fetus weights; in-
creased total enbryonic nortality (EM w th normnal

posti npl antati on EM

(67)
r at Sex: fenunl e
other: wi star
oral feed

day O of gestation to day 21 postparturition

0.02, 0.5 %
yes
GLP:
doses: 3.9 and 81 ng/rat/day (cal cul ated by the author)

There were no harnful effects on the fetuses with respect

to external, skeletal and visceral anomalies; the stillborn
litter nunmber tended to increase; the postnatal devel opnment
of the off- spring was normnal

(69)
r at Sex:
oral feed

d 0 to 21 of gestation
daily
13 or 270 ny/kg/d
GLP:
other TS: N oxydi et hyl ene-2-benzot hi azol e sul f enam de ( NOBS)

no adverse effect on fetal or postnatal devel opnment
(70)
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D 102-77-2

Speci es:

Strain:

Route of admin.:
Exposure period:
Frequency of

treat nent:
Dur ati on of test:
Doses:
Control G oup:
Met hod:
Year:

Test subst ance:
Renar k:

Sex:

GP:

met hod: test conpounds were tested for enbryotoxicity and
i nduction of malformations on three-day chicken enbryos

Resul t: i ncreased frequency of nmal formations

25- APR- 2001 (71) (72)

5.10 G her Relevant Information

Type: Bi ochemi cal or cellular interactions

Remar k: t he conjugati on between MBS and | ysine, cysteine, and
gl yzi ne was confirmed

Sour ce: Bayer AG Leverkusen

20- OCT- 1993 (73)

Type: ot her

Remar k: Intratracheal injection of MBS powder caused pat hol ogi ca
alterations in the lungs (interstitial productive process,
enphysema, bronchitis)

Sour ce: Bayer AG Leverkusen

07- APR- 1992 (74)

Type:

Remar k: Ceneration date of chap. 5: March 1992

Sour ce: Bayer AG Leverkusen

20- OCT- 1993

5.11 Experience with Human Exposure

26- VAY- 1994
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7.1 End Point Summary

7.2 Hazard Summary

7.3 Ri sk Assessnent
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